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QUESTION PRESENTED

Whether cross-petitioner’s pre-enforcement “void-
for-vagueness” challenge to regulations governing the
enforcement of Medicare and Medicaid nursing home
standards is ripe for adjudication.

(D



TABLE OF CONTENTS

Page
OPINIONS DEIOW ...cveveririrrierinirrererreenesreesesssesesssseesessesesens 1
JULISAICEION .veuirireirireeirreeenteeesereeesteseee e seereesessssesessssesesessesenens 1
Statutory and regulatory provisions involved ........ccceceevrrennne. 2
SEALEIMNENL ...ttt ettt sessssssessesesasaens 2
ATGUMENT ..ceeveceireieeenteeeeteeesesseesesessesessesesessssssessssssssessesssessssns 9
CONCIUSION ..vveuirrreerrrereseereresesssresesseseesessssessssssesassssesassssssesens 19
APPENAIX .vieirireirrrieneniresisseseestsssessssssesessssesessssssesessssesassesssessssens la
TABLE OF AUTHORITIES
Cases:

Abbott Labs. v. Gardner, 387 U.S. 136 (1967) ............. 9,10, 11
12,16
Grayned v. City of Rockford, 408 U.S. 104 (1972) ........... 10
Harrison v. PPG Indus., 446 U.S. 578 (1980) ......ccceueuu... 14

Lujan v. National Wildlife Fed'n, 497 U.S. 871

(1990) vveverrreeesssesesssssessssssssessssssssesssssssssssses 11,12, 14, 15
Ohio Forestry Ass'n v. Sierra Club, 523 U.S. 726

(1998) 10, 15
Reno v. Catholic Social Servs., Inc., 509 U.S.

43 (1993) et 9,11,12, 16, 17, 18
Texas v. United States, 523 U.S. 296 (1998) ....cccevevrveuvenee. 18
Toilet Goods Ass’n v. Gardner, 387 U.S. 158

(1967) 13,15
United States v. Mazurie, 419 U.S. 544 (1975) ....eueueueee 8, 10
Village of Hoffman Estates v. Flipside, Hoffman

Estates, Inc., 455 U.S. 489 (1982) ......cocvreereeeereererrereereerennens 10
Weinberger v. Salfi, 422 U.S. 749 (1975) ..cveeveceeecreennens 16, 18

Constitution, statutes and regulations:
U.S. Const.:

AT TIT ettt ettt anaen 9

AMENA. T ottt es 10

Amend. V (Due Process Clause) .....ccceeueevueneee. 7

(I11)



Iv

Statutes and regulations—Continued: Page
Administrative Procedure Act, 5 U.S.C. 553 ........ccuveunen.e. 7
Omnibus Budget Reconciliation Act of 1987,

Pub. L. No. 100-203, 101 Stat. 1330 .....cccecvrerererererereerenenns 2-3

Social Security Act, 42 U.S.C. 301 et seq.:
Tit. I1, 42 U.S.C. 401 et seq.:
42 U.S.C. 405(Z) cvevrvrrreeneneneeeenenesereesesenenesesssssssssssesesenenenes 7,17
42 U.S.C. 405(1) cevvverereeeereneneenreeneeeeeseseseseesenene 2,8,16,17
Tit. XVIII, 42 U.S.C. 1395 et seq. (Medicare Act):

42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.8.C.
42 U.S8.C.
42 U.8.C.
42 U.8.C.
42 U.S8.C.
42 U.S.C.
42 U.S8.C.
42 U.S8.C.
42 U.8.C.
42 U.8.C.
42 U.S.C.
42 U.S.C.

1395i-3(2) £0 (d) cevucvriirceicniiiciiciicnicanns 2
13951-3(D)(2) «.evuvmvircriirciicniiincnieniisenines 3
13951-3(£)2)(B)(ID) cecvvvvvrcrrirircriiicniiicniiincnns 5
13951-3(2)(1)(A) et 4
1395i-3(2)(2)(A)D) wevevvricrriircrieriiinerieniinens 4
13951-3(2)2)(A)(D) «euvvrirericnirricniinciienanins 4
13951-3(2)(2)(A)IL) cevrvevrcvriercrriincnniicniiinenes 4
1395i-3(2)(2)(B) .cvuvrirrriiniiierieicreicnnnns 5
13951-3(2)(2)(C) oevuvirrienirieriiniicresencnnns 4
13951-3(2)(B)(A) vt 4
1395i-3(2)(B)(D) eevuvirrricniirierierciieneencanns 4
13951-3(2)(5) wvrvrerreircrrrircericeiiesieesiessenes 5
13951-8(h) e 2,5,1a
13951-3(N)(1) wvrverreincniiceiccnicniceseennenes 5
13951-3(M)(2) «.ervuvveincriiceiciiciceeennenes 5
1395i-3(M)(2)(B) .eevuvenricniriericciicrecncanne 6
1395aa (1994 & Supp. II 1996) ...........c......... 4
1395CC(H) wveureicnreniceee e 7
139511 o 2,16

Tit. XIX, 42 U.S.C. 1396 et seq. (Medicaid Act):

42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.
42 U.S.C.

139B1(2)-(0) eeeeeerreeesseeeeeeessseceeeeseesssseeeesessse
JE L) () N
JE 11009101053 11 R
13961(2)(1)(A) wevreeerseeeeereessssoeeeseessssseeereeses
139B1(2)(2)(A)(A) crveeeeerrerresceeeereessssreeeeeesssne
13961(2)2)(A)E) eeveeereeesseemeereeesssseeeeeessssce
13961(2)(2)(A)H) <eveerreereeeeereessssceeeereessssne
139B1(2)(2)(B) wevvreeereeeeeereessssseeereessssseeeseeses
JE 110916 1(0) N
139B1(2)(B)(A) wevreeereeeeeereessssoeeeseessssseeereese
JE 1100916 100) N

L N AN S =N ) S GUR V)



\%

Statutes and regulations—Continued: Page
42 U.S.C. 13961(2)(5) coevrererrrrrrrrrerereeersssesesssssssssesssssnnes 5

42 U.S.C. 1396T(11) weorerrrerererereeerereesrereeereeeeesessesenennes 2,5,8a

42 U.S.C. 1396T(N)(1) corererrerererererrerererererenerereeesesesesesens 5

42 U.S.C. 1396T(N)(2) werererrererrrrerereererererrerernereseseseressesesens 6

42 U.S.C. 1396T(M)(2)(A) wevrerererereeerererereeererereeseresesenens 6

28 U.S.C. 1331 ereeerereeerereeerereeereeeesesesesessesesesesesssesessesesens 8,18
28 U.S.C. 1346 (1994 & Supp. IT 1996) ...ccveveerrerrrereeeennnns 8

42 C.F.R.:
Sections 483.1-483.T5 ....cceereeeererreerecreeerereereeensessessesessessesassens 3
SECLION 483B.25 ....eveevereereeerereereeeeererteeesessessesessessesseseseseesanses 3
SECLION 48B.26(C) cvveevereerreeereerreeeseeesseeseesseesseesseseseesssesessseens 4
Section 488.301 .....ceeeevereereererrererereererereserennene 2,5,6-7,13,21a
SECtION 48B.305 ....cueeveereeererreeererereereesesseeeseesessessesessessesessenees 4
SECLION 48B.314 ...oeeeveeeeerereeeeereeeeererrereeseesessesesesessesesesnes 4
SECLION 48B.325 ....cueeverereererereeereeereeresseseeseesessesesessessesessenees 5
Sections 488.400-488.430 .......cceeverererererrerererrererererereeresenens 6
Sections 488.400-488.456 .......cceveeverrereererrerrerenrersereesensenees 2,24a
SECLION 48BB.A04 .....coeveveererrerererererereereesereesesessessesessesseseesenses 6
SECLION 48BB.A06 ....ceeeveverrererererrererereeseesereeseesessessesessessesessennes 6
SECtION 48B.A08 ......ooveeverereerererrererereeseeseeeseesessessesessessesessesnes 6
Section 488.408(A) ..eevveereeereeereeeeeereeereeereeereeesreeseesseessesssessaeeas 7
SECLION 48B.A0B(€) weeeeeeeeeeereeeeeeeeereeeseeeseesseeesseesaesseesssesssessasens 7
Section 488.408(£)(2) weveeeeeeeeeeteeeeeeeereeereeeseeeseeeseeesseessesseeene 7
Miscellaneous:

59 Fed. Reg. 56,116 (1994) .....coovereeeeeeeeeeeeeeseeeaereseseeeaeans 3

H.R. Rep. No. 391, 100th Cong., 1st Sess., pt. 1
(T98T) wuvereeerererereersrssesssssssssssssssssssssssssssssssssssssssssssssssssssssssssnsns




In the Supreme Court of the United States

OCTOBER TERM, 1998

No. 98-1307

ILLINOIS COUNCIL ON LONG TERM CARE, INC.,
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IN OPPOSITION

OPINIONS BELOW

The opinion of the court of appeals (Pet. App. 1a-12a')
is reported at 143 F.3d 1072. The opinion of the district
court (Pet. App. 13a-21a) is unreported.

JURISDICTION

The judgment of the court of appeals was entered on
May 8, 1998. A petition for rehearing was denied on
August 13, 1998 (Pet. App. 22a-23a). The Secretary of

1 “Pet. App.” refers to the Appendix to the petition for a writ of
certiorari in Shalala v. Illinois Council on Long Term Care, Inc.,
No. 98-1109 (filed Jan. 11, 1999).
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Health and Human Services filed a petition for a writ of
certiorari on January 11, 1999, which was docketed on
January 12, 1999. Cross-petitioner filed a conditional
cross-petition for a writ of certiorari on February 11,
1999. The jurisdiction of this Court is invoked under
28 U.S.C. 1254(1).

STATUTORY AND REGULATORY PROVISIONS
INVOLVED

The provisions of 42 U.S.C. 1395-i(3)(h) and 42 U.S.C.
1396r(h) are reproduced in the appendix to this brief,
App., nfra, 1a-20a. The provisions of 42 C.F.R.
488.301, 488.400-488.456, are also reproduced in the ap-
pendix to this brief, App., infra, 21a- 66a.

STATEMENT

To participate in Medicare and Medicaid, a nursing
home must comply with standards designed to ensure
resident beneficiary health and safety. 42 U.S.C. 1395i-
3(a) to (d) (Medicare); 42 U.S.C. 1396r(a)-(d) (Medicaid).
In this case, the court of appeals held that 42 U.S.C.
405(h), incorporated into the Medicare Act by 42 U.S.C.
1395ii, does not preclude cross-petitioner from bringing
a pre-enforcement challenge to regulations issued by
the Secretary of Health and Human Services to govern
the enforcement of nursing home standards for Medi-
care. The Secretary has filed a petition for a writ of
certiorari (No. 98-1109), asking this Court to review
that decision. The cross-petition for a writ of certiorari
asks this Court to decide a different question—whether
cross-petitioner’s void-for-vagueness challenge to cer-
tain Medicare and Medicaid regulations is ripe for con-
stitutional adjudication.

1. The regulations cross-petitioner seeks to chal-
lenge as unconstitutionally vague were adopted pursu-
ant to the Omnibus Budget Reconciliation Act of 1987
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(1987 Act), Pub L. No. 100-203, 101 Stat. 1330. See 59
Fed. Reg. 56,116 (1994). Before the 1987 Act, the Medi-
care and Medicaid regulatory scheme governing nurs-
ing homes focused on theoretical capacity to provide
care; evaluations were based on sources such as the
provider’s written policies and procedures, the qualifi-
cations of its staff, and the characteristics of its physical
facilities. H.R. Rep. No. 391, 100th Cong., 1st Sess., pt.
1, at 466 (1987). Because Congress concluded that such
a system did not adequately protect nursing home
residents, it amended the Medicare and Medicaid stat-
utes in 1987 to focus them on the adequacy of care actu-
ally delivered to individual residents, and to expand
available enforcement remedies. Id. at 466-467; see also
42 U.S.C. 1395i-3(b)(2) (requiring facility to “attain or
maintain the highest practicable physical, mental, and
psychosocial well-being of each resident”) (Medicare);
42 U.S.C. 1396r(b)(2) (same) (Medicaid); 42 C.F.R.
483.25 (declaring that “[e]ach resident must receive and
the facility must provide the necessary care and ser-
vices to attain or maintain the highest practicable
physical, mental, and psychosocial well-being, in accor-
dance with [a] comprehensive assessment and plan of
care”).

The resulting statute and implementing regulations
set forth detailed requirements for patient admission,
transfer, and discharge; the protection of resident
rights; the scope and quality of health care and other
services; the qualifications of the facility’s staff and
health care professionals; and the facility’s physical
environment. 42 C.F.R. 483.1-483.75. The statute also
sets forth detailed procedures for ensuring compliance,
including inspection and enforcement requirements. At
intervals of no less than 15 months (and on average at
least once a year), each skilled nursing facility is subject



4

to a standard survey that must be conducted without
prior notice. 42 U.S.C. 1395i-3(g)(2)(A)(i) and (iii)
(Medicare); 42 U.S.C. 1396r(g)(2)(A)(i) and (iii) (Medi-
caid). The survey must examine the quality of care
furnished to a representative sample of patients, and
must generally investigate the facility’s compliance
with statutory provisions protecting each resident’s
right to choose his or her attending physician, to be free
from physical or chemical restraint, and to exer-
cise other individual rights guaranteed by statute.
42 U.S.C. 1395i-3(2)(2)(A)(ii)) (Medicare); 42 U.S.C.
1396r(g)(2)(A)(ii) (Medicaid); see also 42 C.F.R. 488.305.

Although surveys are generally under the control of
state agencies, 42 U.S.C. 1395i-3(2)(1)(A) (Medicare);
42 U.S.C. 1396r(g)(1)(A) (Medicaid),? federal law re-
quires that each survey be conducted by a multidisci-
plinary team of professionals following federally pre-
scribed methods and procedures and using federally
mandated forms. 42 U.S.C. 1395i-3(2)(2)(C) (Medicare);
42 U.S.C. 1396r(g)(2)(C) (Medicaid); see also 42 C.F.R.
488.26(c), 488.314. If the survey agency finds relatively

2 In Medicare, which is a federally administered program, the
surveys are conducted pursuant to contracts with the State. See
42 U.S.C. 1395aa (1994 & Supp. II 1996), 1395i-3(2)(1)(A). In
Medicaid, which is a “cooperative federalism” program jointly
administered by the federal and state governments, the State must
make provision for the conduct of the survey program as part of its
“State plan.” 42 U.S.C. 1396r(g)(1)(A). Although the States thus
have principal responsibility for surveying nursing homes partici-
pating in either Medicare or Medicaid, the Secretary retains the
authority to survey public nursing facilities operated by state,
county, or municipal governments. The Secretary may also con-
duct a survey of any facility if she has reason to question the
facility’s compliance with the statute, 42 U.S.C. 1395i-3(g)(3)(D),
1396r(2)(3)(D), or if necessary to assess the state survey agency’s
performance, 42 U.S.C. 1395i-3(2)(3)(A), 1396r(2)(3)(A).
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serious violations, 1.e., evidence that a nursing facility
has provided “substandard quality of care,”” the agency
must conduct a more extensive evaluation of the facil-
ity’s operations and identify the policies and procedures
that resulted in the deficiency. 42 U.S.C. 1395i-
3(2)(2)(B) (Medicare); 42 U.S.C. 1396r(g)(2)(B) (Medi-
caid). Congress has required the Secretary and the
States to make survey information available to the
public, 42 U.S.C. 1395i-3(2)(5), 1396r(g)(5), and some
survey information must be provided, as a matter of
course, to certain state officials, licensing boards, and
physicians. 42 C.F.R. 488.325.

Where deficiencies are detected, the pertinent regu-
latory agency must identify an appropriate remedy. 42
U.S.C. 1395i-3(h) (Medicare); 42 U.S.C. 1396r(h) (Medi-
caid). Regulatory officials are empowered to direct a
plan for correcting violations, to impose civil money
penalties, to deny further reimbursement for services
rendered after the deficiency is discovered, to appoint
temporary management, to terminate a facility’s right
to participate in Medicare or Medicaid, or to transfer
residents and close the facility. 42 U.S.C. 1395i-3(h)(2)

3 Substandard care is a relatively serious violation of the statu-
tory requirements most directly related to the quality of care and
the residents’ quality of life. See 42 C.F.R. 488.301. By statute,
any finding of substandard care must trigger a more detailed
follow-up survey, and also results in an automatic, two-year loss of
eligibility to conduct a nurse aide training program for facility
employees. 42 U.S.C. 1395i-3(f)(2)(B)(iii) (Medicare); 42 U.S.C.
1396r(f)(2)(B)(iii) (Medicaid).

4 In the federally-administered Medicare program, the state
survey agency recommends an appropriate remedy and the Secre-
tary makes the final decision. 42 U.S.C. 1395i-3(h)(1). In Medicaid,
remedial powers are primarily vested in the State. 42 U.S.C.
1396r(h)(1).
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(Medicare); 42 U.S.C. 1396r(h)(2) (Medicaid); 42 C.F.R.
488.406. Regulators are expected to use those enforce-
ment mechanisms to “bring substandard facilities into
compliance with [federal] quality of care requirements
or to exclude them from the program.” H.R. Rep. No.
391, supra, Pt. 1, at 452.

Congress also vested federal and state officials with
substantial (but not unbridled) remedial discretion. The
statute provides:

The Secretary shall specify criteria, as to when and
how each of such remedies is to be applied, the
amounts of any fines, and the severity of each of
these remedies * * *. Such criteria shall be
designed so as to minimize the time between the
identification of violations and final imposition of
the remedies and shall provide for the imposition of
incrementally more severe fines for repeated or
uncorrected deficiencies.

42 U.S.C. 1395i-3(h)(2)(B) (Medicare); see also 42 U.S.C.
1396r(h)(2)(A) (Medicaid). Pursuant to that mandate,
the Secretary has promulgated regulations that cali-
brate the enforcement remedy to the scope and sever-
ity of the nursing home’s deficiencies. 42 C.F.R.
488.400-488.430. In particular, the choice of remedies
depends on the degree of actual or potential harm to
resident health or safety, and the extent to which the
identified deficiencies reflect isolated occurrences or
pervasive problems. 42 C.F.R. 488.404, 488.408. For
example, regulators will not impose any remedy if they
conclude that a nursing home “substantially” complies
with statutory requirements, i.e., if the care, though
technically falling short of a statutory standard, has not
resulted in any harm to residents and poses no more
than a risk of minimal harm in the future. 42 C.F.R.
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488.301, 488.408(f)(2). More serious violations, such as
those that have resulted in actual harm to a resident or
that are sufficiently widespread or serious to have the
potential to cause more than minimal harm, may result
in significant sanctions, including civil money penalties
or the denial of payment for new nursing home admis-
sions. 42 C.F.R. 488.408(d). And violations that place
the health or safety of residents in immediate jeopardy
may result in the appointment of temporary manage-
ment, closure of the facility, or termination of the
facility’s right to participate in Medicare or Medicaid.
42 C.F.R. 488.408(e).

2. Cross-petitioner Illinois Council on Long Term
Care, Inc., a trade association of nursing facilities in
[llinois, filed a complaint challenging the Secretary’s
regulations concerning enforcement of Medicare and
Medicaid nursing home standards, and objecting to cer-
tain provisions of a manual that is used in surveying
nursing care facilities. Cross-petitioner alleged that the
regulatory standards governing the imposition of nurs-
ing home remedies are unconstitutionally vague; that
they exceed the Secretary’s statutory authority; that
they violate the Due Process Clause by failing to pro-
vide a constitutionally adequate opportunity to contest
enforcement actions; and that the manual used in the
implementation of the survey and inspection program
was improperly promulgated without use of the “notice
and comment” rulemaking procedures provided by
5 U.S.C. 553.

The district court dismissed the complaint for lack of
subject matter jurisdiction. Pet. App. 13a-21a. Cross-
petitioner could not rest jurisdiction on 42 U.S.C. 405(g)
(as incorporated by 42 U.S.C. 1395ce(h)) because it had
not exhausted applicable administrative remedies. Nor
could cross-petitioner obtain jurisdiction by relying on
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28 U.S.C. 1331 or 1346 instead, because 42 U.S.C. 405(h)
bars federal courts from asserting jurisdiction under
those provisions. Pet. App. 15a-19a.

3. The court of appeals reversed in part and affirmed
in part. Pet. App. 1a-12a. As explained in greater
detail in the Secretary’s petition for a writ of certiorari
in No. 98-1109 (at 7-8), the court of appeals held that
42 U.S.C. 405(h) does not preclude federal courts from
exercising general federal question jurisdiction (pursu-
ant to 28 U.S.C. 1331 and 1346) over non-monetary
claims arising under the Medicare or Medicaid Pro-
grams, including cross-petitioner’s claims for pre-
enforcement review of Medicare regulations. Nonethe-
less, the court of appeals affirmed dismissal of most of
cross-petitioner’s claims on alternative grounds.

As relevant here, the court of appeals held that cross-
petitioner’s challenge to the Secretary’s regulations on
vagueness grounds is not ripe for judicial review. Pet.
App. 10a-11a. Vagueness challenges which do not in-
volve First Amendment freedoms, the court of appeals
reasoned, must be based on a specific application of the
law to the plaintiff; they may not be based on the
alleged vagueness of the law as applied to the conduct
of others. Id. at 10a. Such challenges therefore must be
brought and adjudicated “in the light of the facts of the
case at hand.” Ibid. (quoting United States v. Mazurie,
419 U.S. 544, 550 (1975)).

Cross-petitioner, the court of appeals observed, had
sought to avoid the jurisdictional limitations of
42 U.S.C. 405(h) by framing its pre-enforcement chal-
lenge as a facial attack on the validity of the agency’s
regulations, a highly abstract claim. Because cross-
petitioner had chosen to frame its attack in such gen-
eral terms—rather than await and challenge a specific
application of the regulations—cross-petitioner “finds
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itself with no ‘facts of the case at hand’ and therefore
without any hope of success on a claim that the regu-
lations are unconstitutionally vague.” Pet. App. 10a.
Accordingly, the court of appeals held that cross-
petitioner’s vagueness challenge is not ripe for decision
and had been properly dismissed. Id. at 11a.

ARGUMENT

The decision below correctly applies well-established
ripeness principles to cross-petitioner’s void-for-vague-
ness claim. The case-specific holding challenged by
cross-petitioner is consistent with this Court’s prece-
dents, does not conflict with other appellate decisions,
and does not otherwise raise any issue of exceptional
importance. It is, moreover, separate and discrete from
the statutory jurisdictional issue raised by the Secre-
tary’s petition for a writ of certiorari in No. 98-1109.
Consequently, the Secretary’s petition—which cross-
petitioner agrees should be granted, 98-1109 Br. in Opp.
at 16—can be fully adjudicated without considering the
ripeness issue presented in the conditional cross-
petition.

1. The ripeness doctrine has its origins both in Arti-
cle IIT and in judicially-developed rules governing the
exercise of jurisdiction. Reno v. Catholic Social Servs.,
Inc., 509 U.S. 43, 57 n.18 (1993). At its core, the doc-
trine is designed “to prevent the courts, through
avoidance of premature adjudication, from entangling
themselves in abstract disagreements over administra-
tive policies, and also to protect the agencies from
judicial interference until an administrative decision
has been formalized and its effects felt in a concrete
way by the challenging parties.” Abbott Labs. v. Gard-
ner, 387 U.S. 136, 148-149 (1967). Accordingly, in decid-
ing whether or not an agency’s decision is ripe for
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judicial review, the Court has examined both the “fit-
ness of the issues for judicial decision” and the “hard-
ship to the parties of withholding court consideration.”
Id. at 149; Ohio Forestry Assn v. Siterra Club, 118 S.
Ct. 1665, 1670 (1998).

a. Under those established standards, cross-peti-
tioner’s void-for-vagueness claim is premature. The es-
sence of a void-for-vagueness claim is that the chal-
lenged criminal or regulatory prohibition fails to articu-
late standards with sufficient clarity to permit the
claimant to conform his conduct to law. See Grayned v.
City of Rockford, 408 U.S. 104, 108 (1972) (“[Blecause
we assume that man is free to steer between lawful and
unlawful conduct, we insist that laws give the person of
ordinary intelligence a reasonable opportunity to know
what is prohibited, so that he may act accordingly.”).
“A plaintiff who engages in some conduct that is clearly
proscribed,” however, “cannot complain of the vague-
ness of the law as applied to the conduct of others.”
Village of Hoffman Estates v. Flipside, Hoffman
Estates, Inc., 455 U.S. 489, 495 (1982). As a result, a
vagueness challenge that is not based on the First
Amendment must identify the claimant’s specific con-
duct (the propriety of which is allegedly unclear), and
the court must “examine the complainant’s conduct
before analyzing other hypothetical applications of the
law.” Ibid. Thus, “[v]agueness challenges to statutes
which do not involve First Amendment freedoms must
be examined in the light of the facts of the case at
hand.” Id. at 495 n.7 (quoting United States v. Mazurie,
419 U.S. 544, 550 (1975)).

Because cross-petitioner’s vagueness challenge nei-
ther involves First Amendment freedoms, nor arises
out of a specific set of facts—indeed, it does not even
identify the specific conduct in which cross-petitioner or
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its members propose to engage—it is not currently “fit”
for judicial review. See, e.g., Catholic Social Servs., 509
U.S. at 58-59 (mere passage of statute and issuance of
regulations do not give complainant a ripe claim absent
agency action “applying the regulation to him”); Lujan
v. National Wildlife Fed’n, 497 U.S. 871, 891 (1990)
(“[A] regulation is not ordinarily considered the type of
agency action ‘ripe’ for judicial review under the APA
until the scope of the controversy has been reduced to
more manageable proportions, and its factual compo-
nents fleshed out, by some concrete action applying the
regulation to the claimant’s situation in a fashion that
harms or threatens to harm him.”). Thus, this is not a
case involving a “formalized” administrative decision
the “effects” of which have been “felt in a concrete way
by the challenging part[y].” Abbott Labs., 387 U.S. at
148-149. It is instead an anticipatory challenge seeking
generalized review of regulations outside of the context
of a specific application. For that reason, cross-peti-
tioner is incorrect to assert that requiring it and its
members to await and challenge specific applications of
the regulations amounts to a “heightened” pleading
requirement. See Cross-Pet. 12-13. The question is not
one of pleading; it is a question of timing. Under
fundamental principles of justiciability, only challenges
to specific and identifiable applications of the allegedly
vague regulations—and not the general and highly
abstract allegation that the pertinent standards are
unclear—are “fit[] for judicial decision.” Abbott Labs.,
387 U.S. at 149.

b. Nor can cross-petitioner show that the “hardship”
of “withholding court consideration” weighs in favor of
immediate, pre-enforcement review. Indeed, cross-
petitioner cannot show that “withholding * * *
consideration” of its challenge will cause it or its
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members any “hardship” at all. Abbott Labs., 387 U.S.
at 149. This is not a case in which cross-petitioner or its
members will be forced, as a result of vague regulatory
standards, to change their conduct or face a severe
penalty. See Lujan, 497 U.S. at 891 (rules requiring the
complainant “to adjust [its] conduct immediately” may
be ripe); Catholic Social Servs., 509 U.S. at 58 (chal-
lenge to regulation not ripe where “the impact” of the
regulation cannot “be said to be felt immediately by
those subject to it in conducting their day-to-day af-
fairs”) (internal quotation marks omitted). To the con-
trary, cross-petitioner does not challenge any conduct-
governing standards at all. Instead, it limits its void-
for-vagueness challenge to the regulations governing
the penalty or remedy that will be imposed once a
violation is discovered.

Petitioner thus disavows any challenge to the exten-
sive and detailed regulations applicable to the day-to-
day operation of its members’ facilities.” Instead, it
focuses the vagueness attack solely on the scope and
severity factors that are used to determine the appro-
priate remedy for an actual violation. See Amended
Compl. 19 43-50; Cross-Pet. 3-5. Cross-petitioner, for
example, alleges that the term “substantial compli-
ance,” which is the standard that must be met before no
penalty will be imposed despite the existence of some
violations, is unconstitutionally vague, see Amended
Compl. T 43A;° and it likewise challenges the adequacy

5 See Cross-Pet. C.A. Br. 3 (cross-petitioner “does not seek to
overturn or modify the new health, safety, and resident rights
standards” established by the 1987 statutory amendments);
Amended Compl. § 1 (similar).

6 “Substantial compliance” is defined as “a level of compliance
with the requirements of participation such that any identified
deficiencies pose no greater risk to resident health or safety than
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of the definition of the term “substandard quality of
care,” which is a condition that, if found, will result in
additional investigations and more severe penalties, see
id. § 43B." As the Amended Complaint summarizes,
cross-petitioner claims that relevant legal sources do
not “provide [its] members with any meaningful
guidance for determining whether their conduct is in
‘substantial compliance,””—which would permit them to
avoid penalties despite actual violations—“or for
distinguishing between deficiencies which result in a
finding of ‘substandard quality of care,” and those which
trigger lesser findings and enforcement penalties.” Id.
9 46. See also id. § 44 (alleging that terms such as
“actual harm,” “minimal harm,” “isolated,” “pattern,”
and “widespread,” which are used to define “substantial
compliance” and “substandard quality of care,” are
unduly vague). Uncertainty as to the remedies that
will be used to ensure compliance with lawful substan-
tive standards, however, is not the sort of undue hard-
ship that warrants pre-enforcement review. Cf. Texas
v. United States, 118 S. Ct. 1257, 1259-1260 (1998);
Toilet Goods Ass'n v. Gardner, 387 U.S. 158, 163-164
(1967).

c. Seeking to avoid that result, cross-petitioner
asserts (at 10-11) that a “systemic” challenge to the

the potential for causing minimal harm.” 42 C.F.R. 488.301,
Amended Compl. | 43A.

7 “Substandard quality of care” is defined as “one or more
deficiencies related to [certain] participation requirements” that
(1) “[create] immediate jeopardy to resident health or safety,”
(2) “[constitute] a pattern of or widespread actual harm that is not
immediate jeopardy,” or (3) “[engender] widespread potential for
more than minimal harm, but less than immediate jeopardy,
[where] no actual harm” has yet occurred. 42 C.F.R. 488.301;
Amended Compl. § 43B.
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entire regulatory regime can be brought before the
regulations are applied and enforced in a concrete
setting. The ordinary rule, however, is that a regula-
tion is not considered “ripe” for judicial review under
the Administrative Procedure Act (APA) until it has
been applied to a particular claimant and its effects are
manifested in a concrete way. Lujan, 497 U.S. at 891.
As this Court has explained:

The case-by-case approach that this requires is
understandably frustrating to an organization such
as respondent, which has as its objective across-
the-board protection * * *  But this is the tradi-
tional, and remains the normal, mode of operation
of the courts. Except where Congress explicitly
provides for our correction of the administrative
process at a higher level of generality, we inter-
vene in the administration of the laws only when,
and to the extent that, a specific “final agency
action” has an actual or immediately threatened
effect.

Id. at 894.°

Alternatively, cross-petitioner argues that its vague-
ness challenge should be considered “fit” for review
now because administrative review would not improve
the “fitness” of the issues it seeks to raise. In particular,
cross-petitioner argues that administrative review will
add little because administrative law judges cannot
pass upon the validity of the regulations or overturn
the choice of enforcement remedy. Cross-Pet. 5, 9-10,

8 Congress may, by statute, specifically provide for immediate
review of a regulation to further interests in national uniformity or
prompt resolution of a disputed matter. See, e.g., Harrison v. PPG
Indus., 446 U.S. 578, 592-593 (1980). Congress has not done so
here.
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12. Contrary to cross-petitioner’s claim, an administra-
tive record will demonstrate how the Secretary or state
enforcement officials are tailoring enforcement reme-
dies to the particular facts of the case, and may well
document the enforcement agency’s reasons and justifi-
cations for imposing the chosen sanction or corrective
action, significantly aiding judicial review. Cf. Toilet
Goods Ass’n, 387 U.S. at 163-164; Ohio Forestry Assn,
118 S. Ct. at 1671-1672.

Finally, cross-petitioner asserts that it might be able
to render its claims more concrete by “provid[ing]
multiple examples of how the regulations have been
randomly applied against its members.” Cross-Pet. 12.
That proposal, however, is likewise foreclosed by this
Court’s precedents:

[I]t is at least entirely certain that the flaws in the
entire “program”—consisting principally of the
many individual actions referenced in the com-
plaint, and presumably actions yet to be taken as
well—cannot be laid before the courts for wholesale
correction under the APA, simply because one of
them that is ripe for review adversely affects one of
respondent’s members.

Lujan, 497 U.S. at 892-893. Simply put, if any of cross-
petitioner’s members is aggrieved by a specific applica-
tion of the regulations, then its individual claim may be
ripe for judicial review and may be brought once statu-
tory exhaustion requirements are met. But that does
not make the myriad potential (and as of now, purely
hypothetical) future applications of the regulatory
scheme ripe for immediate pre-enforcement review.

2. Nor is the question presented in the cross-petition
related to, or necessary to, the resolution of the ques-
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tion presented in the Secretary’s petition for a writ of
certiorari in No. 98-1109.

The Secretary’s petition seeks review of whether
42 U.S.C. 405(h), as incorporated into the Medicare Act
by 42 U.S.C. 1395ii, prevents federal courts from as-
serting general federal question jurisdiction over any
part of cross-petitioner’s pre-enforcement challenge to
the Secretary’s Medicare nursing home regulations.
That question is analytically distinct from the question
on which cross-petitioner seeks review, which is
whether its void-for-vagueness challenge is sufficiently
concrete to be “fit[] for judicial decision,” in light of any
“hardship” that might result from withholding review.
See Abbott Labs., 387 U.S. at 149. The former is a
question of statutory construction; the latter is an
application of the criteria this Court articulated in
Abbott Laboratories.’

Notwithstanding the facial dissimilarity of the two
issues, cross-petitioner asserts that this Court’s deci-
sion in Reno v. Catholic Social Services, Inc., supra,
demonstrates them to be related. Cross-petitioner is
mistaken. That case concerned an Immigration and
Naturalization Service (INS) policy that ostensibly
called for INS personnel to reject some aliens’ applica-
tions for legalization before the aliens even filed them
—a practice called “front-desking,” because the applica-

9 Of course, the ripeness doctrine and the statutory provisions
governing judicial review may both point toward postponing
judicial review until the Secretary’s policies are applied in a con-
crete setting. But whether Congress has chosen to delay judicial
review and channel it through certain mechanisms under Section
405(h), as it has plenary authority to do, see Weinberger v. Salfi,
422 U.S. 749, 762 (1975), is a separate question from whether a
particular claim meets the constitutional and prudential require-
ments for justiciability.
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tion would be rejected at the front desk of the INS
office. The Court held that any alien subjected to that
practice had a “ripe” claim. Such an alien had been
subjected to the effects of the INS’s substantive policy
in a concrete and adverse manner (thus enhancing the
fitness of the issue for judicial review); and, because the
otherwise exclusive mechanism for review did not
apply to aliens who had never filed an application, with-
holding review would leave such an alien without any
means for obtaining judicial review (making the hard-
ship of withholding review severe). See Catholic Social
Servs., 509 U.S. at 61-63. Indeed, declaring the claim to
be “unripe,” the Court concluded, would contravene the
presumption that Congress generally intends judicial
review to be available. Ibid.

Here, cross-petitioner’s claim is decidedly unripe, and
the construction of Section 405(h) at issue in the Secre-
tary’s petition for a writ of certiorari in No. 98-1109 will
not alter that conclusion. Whether or not Section 405(h)
requires claims like cross-petitioner’s to be channeled
through the administrative process established by the
Medicare Act, cross-petitioner’s current vagueness
claim is too abstract because, rather than challenging a
specific and concrete application of the regulations to a
particular entity, it launches a broad attack based on an
alleged lack of clarity overall. Likewise, even if Section
405(h) requires presentment of such claims and
exhaustion of administrative remedies under Section
405(g), as the Secretary contends in her petition for a
writ of certiorari in No. 98-1109 (at 10-14), any party
aggrieved by a specific application of the regulations
will be able to obtain judicial review after such
presentment and exhaustion occurs. See 98-1109 Pet.
at 3-4 & n.4; 98-1109 Reply Br. at 89 n.4. The
resolution of the question presented in No. 98-1109 thus
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will not alter the ripeness analysis that cross-petitioner
asks this Court to address."

3. Finally, also relying on Catholic Social Services,
cross-petitioner argues (at 12-13) that the court of
appeals erred in failing to remand for further factual
development. There are, however, no further material
facts to be developed. In Catholic Social Services,
there was no record evidence demonstrating that the
challenged practice of “front-desking” in fact had been
applied to any member of the plaintiff class. “[Blecause
* % the front-desking of a particular class member is
not only sufficient to make [a class-member’s] legal
claims ripe, but necessary to do so,” the Court found it
appropriate to “remand * * * for proceedings to
determine which class members were front-desked.”
509 U.S. at 66-67.

Here, in contrast, there is no doubt that the regula-
tions at issue have been applied to some of cross-
petitioner’s members. The only question is whether
cross-petitioner may bring an immediate and across-
the-board pre-enforcement challenge to the regulations
on the grounds that they are unclear, or whether any
challenge to those regulations should instead be raised
in the context of a specific and concrete application.
The answer to that question does not require further
fact-finding by the district court, and has been provided

10" The opportunity for judicial review exists even if some of
cross-petitioner’s claims are not ones that the agency itself would
adjudicate in the first instance, since judicial review will still be
available after presentment and exhaustion. Cf. Weinberger, 422
U.S. at 760-762 (challenge to constitutionality of a provision of
Medicare Act, which cannot be resolved in the administrative
process, must be brought through administrative process and
cannot be subject of pre-enforcement action under 28 U.S.C. 1331).
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by the court of appeals in accordance with legal princi-
ples established in this Court’s decisions.

CONCLUSION

For the foregoing reasons, the conditional cross-
petition for a writ of certiorari should be denied,
without regard to the disposition of the Secretary’s
petition for a writ of certiorari in No. 98-1109.
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APPENDIX

1. Section 1395-i(3)(h) of Title 42, United States
Code, provides:

(h) Enforcement process
(1) In general

If a State finds, on the basis of a standard, ex-
tended, or partial extended survey under subsection
(2)(2) of this section or otherwise, that a skilled
nursing facility no longer meets a requirement of
subsection (b), (¢), or (d) of this section, and further
finds that the facility’s deficiencies—

(A) immediately jeopardize the health or
safety of its residents, the State shall recommend
to the Secretary that the Secretary take such
action as described in paragraph (2)(A)@); or

(B) do not immediately jeopardize the health
or safety of its residents, the State may re-
commend to the Secretary that the Secretary take
such action as described in paragraph (2)(A)Gi).

If a State finds that a skilled nursing facility meets
the requirements of subsections (b), (c), and (d) of this
section, but, as of a previous period, did not meet such
requirements, the State may recommend a civil money
penalty under paragraph (2)(B)(ii) for the days in which
it finds that the facility was not in compliance with such
requirements.

(1a)
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(2) Secretarial authority

(A) In general

With respect to any skilled nursing facility in a State,
if the Secretary finds, or pursuant to a recommendation
of the State under paragraph (1) finds, that a skilled
nursing facility no longer meets a requirement of
subsection (b), (¢), (d), or (e) of this section, and further
finds that the facility’s deficiencies—

(i) 1immediately jeopardize the health or safety
of its residents, the Secretary shall take immediate
action to remove the jeopardy and correct the defi-
ciencies through the remedy specified in subpara-
graph (B)(iii), or terminate the facility’s participa-
tion under this subchapter and may provide, in
addition, for one or more of the other remedies
described in subparagraph (B); or

(ii) do not immediately jeopardize the health or
safety of its residents, the Secretary may impose
any of the remedies described in subparagraph (B).

Nothing in this subparagraph shall be construed as
restricting the remedies available to the Secretary to
remedy a skilled nursing facility’s deficiencies. If the
Secretary finds, or pursuant to the recommendation of
the State under paragraph (1) finds, that a skilled
nursing facility meets such requirements but, as of a
previous period, did not meet such requirements, the
Secretary may provide for a civil money penalty under
subparagraph (B)(ii) for the days on which he finds that
the facility was not in compliance with such require-
ments.
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(B) Specified remedies

The Secretary may take the following actions with
respect to a finding that a facility has not met an
applicable requirement:

(i) Denial of payment

The Secretary may deny any further payments
under this subchapter with respect to all individuals
entitled to benefits under this subchapter in the
facility or with respect to such individuals admitted
to the facility after the effective date of the finding.

(ii) Authority with respect to civil money penalties

The Secretary may impose a civil money penalty
in an amount not to exceed $10,000 for each day of
noncompliance. The provisions of section 1320a-7a of
this title (other than subsections (a) and (b)) shall
apply to a civil money penalty under the previous
sentence in the same manner as such provisions
apply to a penalty or proceeding under section 1320a-
7a(a) of this title.

(iii) Appointment of temporary management

In consultation with the State, the Secretary may
appoint temporary management to oversee the
operation of the facility and to assure the health and
safety of the facility’s residents, where there is a
need for temporary management while—

(I)  there is an orderly closure of the facility,
or

(IT) improvements are made in order to bring
the facility into compliance with all the require-
ments of subsections (b), (¢), and (d) of this sec-
tion.
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The temporary management under this clause
shall not be terminated under subclause (1I) until
the Secretary has determined that the facility has
the management capability to ensure continued
compliance with all the requirements of sub-
sections (b), (¢), and (d).

The Secretary shall specify criteria, as to when and how
each of such remedies is to be applied, the amounts of
any fines, and the severity of each of these remedies, to
be used in the imposition of such remedies. Such
criteria shall be designed so as to minimize the time
between the identification of violations and final
imposition of the remedies and shall provide for the
imposition of incrementally more severe fines for
repeated or uncorrected deficiencies. In addition, the
Secretary may provide for other specified remedies,
such as directed plans of correction.

(C) Continuation of payments pending remediation

The Secretary may continue payments, over a period
of not longer than 6 months after the effective date of
the findings, under this subchapter with respect to a
skilled nursing facility not in compliance with a re-
quirement of subsection (b), (¢), or (d) of this section,
if—

(i)  the State survey agency finds that it is more
appropriate to take alternative action to assure com-
pliance of the facility with the requirements than to
terminate the certification of the facility,

(i)  the State has submitted a plan and timetable
for corrective action to the Secretary for approval
and the Secretary approves the plan of corrective
action, and
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(iii) the facility agrees to repay to the Federal
Government payments received under this subpara-
graph if the corrective action is not taken in accor-
dance with the approved plan and timetable.

The Secretary shall establish guidelines for approval of
corrective actions requested by States under this
subparagraph.

(D) Assuring prompt compliance

If a skilled nursing facility has not complied with any
of the requirements of subsections (b), (¢), and (d) of
this section, within 3 months after the date the facility
is found to be out of compliance with such require-
ments, the Secretary shall impose the remedy de-
scribed in subparagraph (B)@) for all individuals who
are admitted to the facility after such date.

(E) Repeated noncompliance

In the case of a skilled nursing facility which, on 3
consecutive standard surveys conducted under sub-
section (g)(2) of this section, has been found to have
provided substandard quality of care, the Secretary
shall (regardless of what other remedies are pro-
vided)—

(i) impose the remedy described in subpara-
graph (B)(), and

(ii)) monitor the facility under subsection
(2)(4)(B) of this section,

until the facility has demonstrated, to the satisfaction of
the Secretary, that it is in compliance with the
requirements of subsections (b), (¢), and (d) of this
section, and that it will remain in compliance with such
requirements.
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(3) Effective period of denial of payment

A finding to deny payment under this subsection
shall terminate when the Secretary finds that the
facility is in substantial compliance with all the require-
ments of subsections (b), (¢), and (d) of this section.

(4) Immediate termination of participation for
facility where Secretary finds noncompliance and
immediate jeopardy

If the Secretary finds that a skilled nursing facility
has not met a requirement of subsection (b), (¢), or (d)
of this section, and finds that the failure immediately
jeopardizes the health or safety of its residents, the
Secretary shall take immediate action to remove the
jeopardy and correct the deficiencies through the rem-
edy specified in paragraph (2)(B)(iii), or the Secretary
shall terminate the facility’s participation under this
subchapter. If the facility’s participation under this
subchapter is terminated, the State shall provide for
the safe and orderly transfer of the residents eligible
under this subchapter consistent with the requirements
of subsection (c)(2) of this section.

(5) Construction

The remedies provided under this subsection are in
addition to those otherwise available under State or
Federal law and shall not be construed as limiting such
other remedies, including any remedy available to an
individual at common law. The remedies described in
clauses (i),' and (iii) of paragraph (2)(B) may be imposed
during the pendency of any hearing.

4 Soin original. The comma probably should not appear.
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(6) Sharing of information

Notwithstanding any other provision of law, all infor-
mation concerning skilled nursing facilities required by
this section to be filed with the Secretary or a State
agency shall be made available by such facilities to
Federal or State employees for purposes consistent
with the effective administration of programs estab-
lished under this subchapter and subchapter XIX of
this chapter, including investigations by State medicaid
fraud control units.

(i) Construction

Where requirements or obligations under this section
are identical to those provided under section 1396r of
this title, the fulfillment of those requirements or
obligations under section 1396r of this title shall be
considered to be the fulfillment of the corresponding
requirements or obligations under this section.
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2. Section 1396r(h) of Title 42, United States Code,
provides:

(h) Enforcement process
(1) In general

If a State finds, on the basis of a standard,
extended, or partial extended survey under sub-
section (g)(2) of this section or otherwise, that a
nursing facility no longer meets a requirement of
subsection (b), (¢), or (d) of this section, and further
finds that the facility’s deficiencies—

(A) immediately jeopardize the health or safety
of its residents, the State shall take immediate
action to remove the jeopardy and correct the defi-
ciencies through the remedy specified in paragraph
(2)(A)(ii), or terminate the facility’s participation
under the State plan and may provide, in addition,
for one or more of the other remedies described in
paragraph (2); or

(B) do not immediately jeopardize the health or
safety of its residents, the State may—

(i) terminate the facility’s participation
under the State plan,

(i) provide for one or more of the remedies
described in paragraph (2), or

(iii) do both.

Nothing in this paragraph shall be construed as
restricting the remedies available to a State to remedy
a nursing facility’s deficiencies. If a State finds that a
nursing facility meets the requirements of subsections
(b), (c), and (d) of this section, but, as of a previous
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period, did not meet such requirements, the State may
provide for a civil money penalty under paragraph
(2)(A)(i) for the days in which it finds that the facility
was not in compliance with such requirements.

(2) Specified remedies
(A) Listing

Except as provided in subparagraph (B)(ii), each
State shall establish by law (whether statute or
regulation) at least the following remedies:

(i) Denial of payment under the State plan with
respect to any individual admitted to the nursing
facility involved after such notice to the public and to
the facility as may be provided for by the State.

(i)) A civil money penalty assessed and col-
lected, with interest, for each day in which the
facility is or was out of compliance with a require-
ment of subsection (b), (c), or (d) of this section.
Funds collected by a State as a result of imposition of
such a penalty (or as a result of the imposition by the
State of a civil money penalty for activities described
in subsections (b)(3)(B)(ii)(I), (b)(3)(B)@i)(11), or
(2)(2)(A)(0) of this section) shall be applied to the
protection of the health or property of residents of
nursing facilities that the State or the Secretary
finds deficient, including payment for the costs of
relocation of residents to other facilities, main-
tenance of operation of a facility pending correction
of deficiencies or closure, and reimbursement of
residents for personal funds lost.

(iili) The appointment of temporary management
to oversee the operation of the facility and to assure
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the health and safety of the facility’s residents,
where there is a need for temporary management
while—

(I) there is an orderly closure of the
facility, or

(II) improvements are made in order to
bring the facility into compliance with all the
requirements of subsections (b), (c), and (d) of
this section.

The temporary management under this clause shall
not be terminated under subclause (II) until the
State has determined that the facility has the man-
agement capability to ensure continued compliance
with all the requirements of subsections (b), (c), and
(d) of this section.

(iv)  The authority, in the case of an emergency,
to close the facility, to transfer residents in that
facility to other facilities, or both.

The State also shall specify criteria, as to when and how
each of such remedies is to be applied, the amounts of
any fines, and the severity of each of these remedies, to
be used in the imposition of such remedies. Such
criteria shall be designed so as to minimize the time
between the identification of violations and final
imposition of the remedies and shall provide for the
imposition of incrementally more severe fines for
repeated or uncorrected deficiencies. In addition, the
State may provide for other specified remedies, such as
directed plans of correction.
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(B) Deadline and guidance

(i) Except as provided in clause (ii), as a
condition for approval of a State plan for calendar
quarters beginning on or after October 1, 1989, each
State shall establish the remedies described in
clauses (i) through (iv) of subparagraph (A) by not
later than October 1, 1989. The Secretary shall pro-
vide, through regulations by not later than October
1, 1988, guidance to States in establishing such
remedies; but the failure of the Secretary to provide
such guidance shall not relieve a State of the re-
sponsibility for establishing such remedies.

(i)) A State may establish alternative remedies
(other than termination of participation) other than
those described in clauses (i) through (iv) of sub-
paragraph (A), if the State demonstrates to the
Secretary’s satisfaction that the alternative remedies
are as effective in deterring noncompliance and cor-
recting deficiencies as those described in sub-
paragraph (A).

(C) Assuring prompt compliance

If a nursing facility has not complied with any of
the requirements of subsections (b), (c), and (d) of
this section, within 3 months after the date the
facility is found to be out of compliance with such
requirements, the State shall impose the remedy
described in subparagraph (A)@) for all individuals
who are admitted to the facility after such date.
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(D) Repeated noncompliance

In the case of a nursing facility which, on 3 con-
secutive standard surveys conducted under sub-
section (g)(2) of this section, has been found to have
provided substandard quality of care, the State shall
(regardless of what other remedies are provided)—

(i) impose the remedy described in sub-
paragraph (A)(@), and

(i) monitor the facility under subsection
(2)(4)(B) of this section,

until the facility has demonstrated, to the satisfaction
of the State, that it is in compliance with the
requirements of subsections (b), (¢), and (d) of this
section, and that it will remain in compliance with
such requirements.

(E) Funding

The reasonable expenditures of a State to provide
for temporary management and other expenses asso-
ciated with implementing the remedies described in
clauses (iii) and (iv) of subparagraph (A) shall be
considered, for purposes of section 1396b(a)(7) of this
title, to be necessary for the proper and efficient
administration of the State plan.

(F) Incentives for high quality care

In addition to the remedies specified in this para-
graph, a State may establish a program to reward,
through public recognition, incentive payments, or
both, nursing facilities that provide the highest
quality care to residents who are entitled to medical
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assistance under this subchapter. For purposes of
section 1396b(a)(7) of this title, proper expenses
incurred by a State in carrying out such a program
shall be considered to be expenses necessary for the
proper and efficient administration of the State plan
under this subchapter.

(3) Secretarial authority
(A) For State nursing facilities

With respect to a State nursing facility, the
Secretary shall have the authority and duties of a
State under this subsection, including the authority
to impose remedies described in clauses (i), (ii), and
(iii) of paragraph (2)(A).

(B) Other nursing facilities

With respect to any other nursing facility in a
State, if the Secretary finds that a nursing facility
no longer meets a requirement of subsection (b), (c),
(d), or (e) of this section, and further finds that the
facility’s deficiencies—

(i) immediately jeopardize the health or
safety of its residents, the Secretary shall take
immediate action to remove the jeopardy and
correct the deficiencies through the remedy
specified in subparagraph (C)(ii), or terminate
the facility’s participation under the State plan
and may provide, in addition, for one or more of
the other remedies described in subparagraph
(C); or

(ii) do not immediately jeopardize the
health or safety of its residents, the Secretary
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may impose any of the remedies described in
subparagraph (C).

Nothing in this subparagraph shall be construed as
restricting the remedies available to the Secretary
to remedy a nursing facility’s deficiencies. If the
Secretary finds that a nursing facility meets such
requirements but, as of a previous period, did not
meet such requirements, the Secretary may pro-
vide for a civil money penalty under subparagraph
(C)(ii) for the days on which he finds that the facility
was not in compliance with such requirements.

(C) Specified remedies

The Secretary may take the following actions
with respect to a finding that a facility has not met
an applicable requirement:

(i) Denial of payment

The Secretary may deny any further payments
to the State for medical assistance furnished by
the facility to all individuals in the facility or to
individuals admitted to the facility after the
effective date of the finding.

(ii) Authority with respect to civil money penalties

The Secretary may impose a civil money
penalty in an amount not to exceed $10,000 for
each day of noncompliance. The provisions of
section 1320a-7a of this title (other than
subsections (a) and (b)) shall apply to a civil
money penalty under the previous sentence in the
same manner as such provisions apply to a
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penalty or proceeding under section 1320a-7a(a)
of this title.

(iii) Appointment of temporary management

In consultation with the State, the Secretary
may appoint temporary management to oversee
the operation of the facility and to assure the
health and safety of the facility’s residents, where
there is a need for temporary management
while—

D) there is an orderly closure of the
facility, or

(IT) improvements are made in order to
bring the facility into compliance with all
the requirements of subsections (b), (¢), and
(d) of this section.

The temporary management under this clause
shall not be terminated under subclause (1I) until
the Secretary has determined that the facility has
the management capability to ensure continued
compliance with all the requirements of subsec-
tions (b), (¢), and (d) of this section.

The Secretary shall specify criteria, as to when
and how each of such remedies is to be applied, the
amounts of any fines, and the severity of each of
these remedies, to be used in the imposition of such
remedies. Such criteria shall be designed so as to
minimize the time between the identification of
violations and final imposition of the remedies and
shall provide for the imposition of incrementally
more severe fines for repeated or uncorrected
deficiencies. In addition, the Secretary may provide
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for other specified remedies, such as directed plans of
correction.

(D) Continuation of payments pending remediation

The Secretary may continue payments, over a
period of not longer than 6 months after the effective
date of the findings, under this subchapter with
respect to a nursing facility not in compliance with a
requirement of subsection (b), (¢), or (d) of this
section, if—

(i) the State survey agency finds that it is more
appropriate to take alternative action to assure
compliance of the facility with the requirements than
to terminate the certification of the facility, and

(i) the State has submitted a plan and timetable
for corrective action to the Secretary for approval
and the Secretary approves the plan of corrective
action.

(iii) Repealed. Pub.L. 105-33, Title 1V,
§ 4754(a)(3), Aug. 5, 1997, 111 Stat. 526

The Secretary shall establish guidelines for approval of
corrective actions requested by States under this
subparagraph.

(4) Effective period of denial of payment

A finding to deny payment under this subsection
shall terminate when the State or Secretary (or both, as
the case may be) finds that the facility is in substantial
compliance with all the requirements of subsections (b),
(e), and (d) of this section.
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(5) Immediate termination of participation for
facility where State or Secretary finds non-
compliance and immediate jeopardy

If either the State or the Secretary finds that a
nursing facility has not met a requirement of subsection
(b), (c), or (d) of this section, and finds that the failure
immediately jeopardizes the health or safety of its
residents, the State or the Secretary, respectively” shall
notify the other of such finding, and the State or the
Secretary, respectively, shall take immediate action to
remove the jeopardy and correct the deficiencies
through the remedy specified in paragraph (2)(A)(iii) or
(3)(C)(iii), or terminate the facility’s participation under
the State plan. If the facility’s participation in the State
plan is terminated by either the State or the Secretary,
the State shall provide for the safe and orderly transfer
of the residents eligible under the State plan consistent
with the requirements of subsection (¢)(2) of this
section.

(6) Special rules where State and Secretary do not
agree on finding of noncompliance

(A) State finding of noncompliance and no
Secretarial finding of noncompliance

If the Secretary finds that a nursing facility has
met all the requirements of subsections (b), (¢),
and (d) of this section, but a State finds that the
facility has not met such requirements and the
failure does not immediately jeopardize the
health or safety of its residents, the State’s
findings shall control and the remedies imposed
by the State shall be applied.

5 Soin original. Probably should be followed by a comma.
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(B) Secretarial finding of noncompliance and no
State finding of noncompliance

If the Secretary finds that a nursing facility
has not met all the requirements of subsections
(b), (c), and (d) of this section, and that the
failure does not immediately jeopardize the
health or safety of its residents, but the State
has not made such a finding, the Secretary—

(i) may impose any remedies specified in
paragraph (3)(C) with respect to the facility,
and

(i) shall (pending any termination by the
Secretary) permit continuation of payments in
accordance with paragraph (3)(D).

(7) Special rules for timing of termination of
participation where remedies overlap

If both the Secretary and the State find that a
nursing facility has not met all the requirements of
subsections (b), (¢), and (d) of this section, and neither
finds that the failure immediately jeopardizes the
health or safety of its residents—

(A)d) if both find that the facility’s participation
under the State plan should be terminated, the State’s
timing of any termination shall control so long as the
termination date does not occur later than 6 months
after the date of the finding to terminate;

(ii) if the Secretary, but not the State, finds that
the facility’s participation under the State plan should
be terminated, the Secretary shall (pending any
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termination by the Secretary) permit continuation of
payments in accordance with paragraph (3)(D); or

(iii) if the State, but not the Secretary, finds that
the facility’s participation under the State plan should
be terminated, the State’s decision to terminate, and
timing of such termination, shall control; and

(B)d) if the Secretary or the State, but not both,
establishes one or more remedies which are additional
or alternative to the remedy of terminating the
facility’s participation under the State plan, such
additional or alternative remedies shall also be applied,
or

(ii) if both the Secretary and the State establish
one or more remedies which are additional or alter-
native to the remedy of terminating the facility’s
participation under the State plan, only the additional
or alternative remedies of the Secretary shall apply.

(8) Construction

The remedies provided under this subsection are in
addition to those otherwise available under State or
Federal law and shall not be construed as limiting such
other remedies, including any remedy available to an
individual at common law. The remedies described in
clauses (i), (iii), and (iv) of paragraph (2)(A) may be
imposed during the pendency of any hearing. The
provisions of this subsection shall apply to a nursing
facility (or portion thereof) notwithstanding that the
facility (or portion thereof) also is a skilled nursing
facility for purposes of subchapter XVIII of this
chapter.
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(9) Sharing of information

Notwithstanding any other provision of law, all
information concerning nursing facilities required by
this section to be filed with the Secretary or a State
agency shall be made available by such facilities to
Federal or State employees for purposes consistent
with the effective administration of programs estab-
lished under this subchapter and subchapter XVIII of
this chapter, including investigations by State medicaid
fraud control units.
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3. 42 C.F.R. 488.301 provides as follows:
§ 488.301 Definitions
As used in this subpart—

Abbreviated standard survey means a survey other
than a standard survey that gathers information pri-
marily through resident-centered techniques on facility
compliance with the requirements for participation. An
abbreviated standard survey may be premised on
complaints received; a change of ownership, manage-
ment, or director of nursing; or other indicators of
specific concern.

Abuse means the willful infliction of injury, unrea-
sonable confinement, intimidation, or punishment with
resulting physical harm, pain or mental anguish.

Deficiency means a SNF’s or NF’s failure to meet a
participation requirement specified in the Act or in part
483, subpart B of this chapter.

Dually participating facility means a facility that has
a provider agreement in both the Medicare and Medi-
caid programs.

Extended survey means a survey that evaluates
additional participation requirements subsequent to
finding substandard quality of care during a standard
survey.

Facility means a SNF or NF, or a distinct part SNF
or NF, in accordance with § 483.5 of this chapter.

Immediate family means husband or wife; natural or
adoptive parent, child or sibling; stepparent, stepchild,
stepbrother, or stepsister; father-in-law, mother-in-law,
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son-in-law, daughter-in-law, brother-in-law, or sister-
in-law; grandparent or grandchild.

Immediate jeopardy means a situation in which the
provider’s noncompliance with one or more require-
ments of participation has caused, or is likely to cause,
serious injury, harm, impairment, or death to a
resident.

Misappropriation of resident property means the
deliberate misplacement, exploitation, or wrongful,
temporary or permanent use of a resident’s belongings
or money without the resident’s consent.

Neglect means failure to provide goods and services
necessary to avoid physical harm, mental anguish, or
mental illness.

Noncompliance means any deficiency that causes a
facility to not be in substantial compliance.

Nurse aide means an individual, as defined in
§ 483.75(e)(1) of this chapter.

Nursing facility (NF) means a Medicaid nursing
facility.

Partial extended survey means a survey that evalu-
ates additional participation requirements subsequent
to finding substandard quality of care during an
abbreviated standard survey.

Skilled nursing facility (SNF) means a Medicare
nursing facility.

Standard survey means a periodic, resident-centered
inspection which gathers information about the quality
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of service furnished in a facility to determine compli-
ance with the requirements for participation.

Substandard quality of care means one or more
deficiencies related to participation requirements under
§ 483.13, Resident behavior and facility practices,
§ 483.15, Quality of life, or § 483.25, Quality of care of
this chapter, which constitute either immediate jeop-
ardy to resident health or safety; a pattern of or wide-
spread actual harm that is not immediate jeopardy; or a
widespread potential for more than minimal harm, but
less than immediate jeopardy, with no actual harm.

Substantial compliance means a level of compliance
with the requirements of participation such that any
identified deficiencies pose no greater risk to resident
health or safety than the potential for causing minimal
harm.

Validation survey means a survey conducted by the
Secretary within 2 months following a standard survey,
abbreviated standard survey, partial extended survey,
or extended survey for the purpose of monitoring State
survey agency performance.
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4. 42 C.F.R. 488.400-488.456 provides as follows:

Subpart F—Enforcement of Compliance for Long-
Term Care Facilities with Deficiencies

SOURCE: 59 FR 56243, Nov. 10, 1994, unless otherwise
noted.

§ 488.400 Statutory basis.

Sections 1819(h) and 1919(h) of the Act specify
remedies that may be used by the Secretary or the
State respectively when a SNF or a NF is not in sub-
stantial compliance with the requirements for participa-
tion in the Medicare and Medicaid programs. These
sections also provide for ensuring prompt compliance
and specify that these remedies are in addition to any
others available under State or Federal law, and,
except for civil money penalties, are imposed prior to
the conduct of a hearing.

§ 488.401 Definitions.

As used in this subpart—

New admission means a resident who is admitted to
the facility on or after the effective date of a denial of
payment remedy and, if previously admitted, has been
discharged before that effective date. Residents admit-
ted before the effective date of the denial of payment,
and taking temporary leave, are not considered new
admissions, nor subject to the denial of payment.

Plan of correction means a plan developed by the
facility and approved by HCFA or the survey agency
that describes the actions the facility will take to cor-
rect deficiencies and specifies the date by which those
deficiencies will be corrected.
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[569 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]
§ 488.402 General provisions.

(a) Purpose of remedies. The purpose of remedies
is to ensure prompt compliance with program
requirements.

(b) Basts for imposition and duration of remedies.
When HCFA or the State chooses to apply one or more
remedies specified in § 488.406, the remedies are
applied on the basis of noncompliance found during
surveys conducted by HCF A or by the survey agency.

(¢)  Number of remedies. HCFA or the State may
apply one or more remedies for each deficiency con-
stituting noncompliance or for all deficiencies con-
stituting noncompliance.

(d) Plan of correction requirement. (1) Except as
specified in paragraph (d)(2) of this section, regardless
of which remedy is applied, each facility that has
deficiencies with respect to program requirements
must submit a plan of correction for approval by HCFA
or the survey agency.

(2) Isolated deficiencies. A facility is not required
to submit a plan of correction when it has deficiencies
that are isolated and have a potential for minimal harm,
but no actual harm has occurred.

(e) Disagreement regarding remedies. If the State
and HCFA disagree on the decision to impose a
remedy, the disagreement is resolved in accordance
with § 488.452.
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(f) Notification requirements—(1) Except when
the State is taking action against a non-State operated
NF, HCFA or the State (as authorized by HCFA) gives
the provider notice of the remedy, including the—

(i) Nature of the noncompliance;
(i) Which remedy is imposed,;
(iii) Effective date of the remedy; and

(iv) Right to appeal the determination leading to the
remedy.

(2) When a State is taking action against a non-
State operated NF, the State’s notice must include the
same information required by HCFA in paragraph
(f)(1) of this section.

3) Immediate jeopardy—2 day notice. Except for
civil money penalties and State monitoring imposed
when there is immediate jeopardy, for all remedies
specified in § 488.406 imposed when there is immediate
jeopardy, the notice must be given at least 2 calendar
days before the effective date of the enforcement
action.

(4) Noimmediate jeopardy—15 day notice. Except
for civil money penalties and State monitoring, notice
must be given at least 15 calendar days before the
effective date of the enforcement action in situations in
which there is no immediate jeopardy.

(5) Latest date of enforcement action. The 2 and
15-day notice periods begin when the facility receives
the notice, but, in no event will the effective date of the
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enforcement action be later than 20 calendar days after
the notice is sent.

(6) Ciwvil money penalties. For civil money penal-
ties, the notices must be given in accordance with the
provisions of §§ 488.434 and 488.440.

(7) State monitoring. For State monitoring, no
prior notice is required.

[69 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]

§ 488.404 Factors to be considered in selecting
remedies.

(a) Initial assessment. In order to select the
appropriate remedy, if any, to apply to a facility with
deficiencies, HCFA and the State determine the
seriousness of the deficiencies.

(b) Determining seriousness of deficiencies. To
determine the seriousness of the deficiency, HCFA
considers and the State must consider at least the
following factors:

(1) Whether a facility’s deficiencies constitute—

(i) No actual harm with a potential for minimal
harm,;

(ii) No actual harm with a potential for more than
minimal harm, but not immediate jeopardy;

(iii) Actual harm that is not immediate jeopardy; or

(iv) Immediate jeopardy to resident health or
safety.

(2) Whether the deficiencies—
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(i) Areisolated;
(i)) Constitute a pattern; or
(iii) Are widespread.

(¢) Other factors which may be considered in
choosing a remedy within a remedy category. Fol-
lowing the initial assessment, HCF A and the State may
consider other factors, which may include, but are not
limited to the following:

(1) The relationship of the one deficiency to other
deficiencies resulting in noncompliance.

(2) The facility’s prior history of noncompliance in
general and specifically with reference to the cited
deficiencies.

§ 488.406 Available remedies.

(a) General. In addition to the remedy of termina-
tion of the provider agreement, the following remedies
are available:

(1) Temporary management.
(2) Denial of payment including—

(i) Denial of payment for all individuals, imposed
by HCFA, to a—

(A) Skilled nursing facility, for Medicare,
(B) State, for Medicaid; or
(i)) Denial of payment for all new admissions.

(3) Civil money penalties.
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(4) State monitoring.

(6) Transfer of residents.

(6) Closure of the facility and transfer of residents.

(7) Directed plan of correction.

(8) Directed in-service training.

(9) Alternative or additional State remedies ap-
proved by HCFA.

(b) Remedies that must be established. At a

minimum, and in addition to termination of the provider
agreement, the State must establish the following
remedies or approved alternatives to the following

remedies:
(1) Temporary management.
(2) Denial of payment for new admissions.
(3) Civil money penalties.
(4) Transfer of residents.
(56) Closure of the facility and transfer of residents.
(6) State monitoring.
(e) State plan requirement. If a State wishes to use

remedies for noncompliance that are either additional
or alternative to those specified in paragraphs (a) or (b)
of this section, it must—

oy

Specify those remedies in the State plan; and
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(2) Demonstrate to HCFA’s satisfaction that those
remedies are as effective as the remedies listed in para-
graph (a) of this section, for deterring noncompliance
and correcting deficiencies.

(d) State remedies in dually participating facili-
ties. If the State’s remedy is unique to the State plan
and has been approved by HCFA, then that remedy, as
imposed by the State under its Medicaid authority, may
be imposed by HCFA against the Medicare provider
agreement of a dually participating facility.

[569 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]
§ 488.408 Selection of remedies.

(a)  Categories of remedies. In this section, the
remedies specified in § 488.406(a) are grouped into
categories and applied to deficiencies according to how
serious the noncompliance is.

(b)  Application of remedies. After considering the
factors specified in § 488.404, as applicable, if HCFA
and the State choose to impose remedies, as provided in
paragraphs (c)(1), (d)(1) and (e)(1) of this section, for
facility noncompliance, instead of, or in addition to,
termination of the provider agreement, HCFA does and
the State must follow the criteria set forth in para-
graphs (c)(2), (d)(2), and (e)(2) of this section, as
applicable.

(¢) Category 1. (1) Category 1 remedies include
the following:

(i)  Directed plan of correction.

(i)  State monitoring.
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(iii)  Directed in-service training.

(2) HCFA does or the State must apply one or
more of the remedies in Category 1 when there—

(i)  Are isolated deficiencies that constitute no
actual harm with a potential for more than minimal
harm but not immediate jeopardy; or

(i)  Is a pattern of deficiencies that constitutes no
actual harm with a potential for more than minimal
harm but not immediate jeopardy.

(3) Except when the facility is in substantial
compliance, HCF A or the State may apply one or more
of the remedies in Category 1 to any deficiency.

(d)  Category 2. (1) Category 2 remedies include
the following:

(i)  Denial of payment for new admissions.

(ii)  Denial of payment for all individuals imposed
only by HCFA.

(iii)  Civil money penalties of $50-3,000 per day.

(2) HCFA applies one or more of the remedies in
Category 2, or, except for denial of payment for all
individuals, the State must apply one or more of the
remedies in Category 2 when there are—

(i) Widespread deficiencies that constitute no
actual harm with a potential for more than minimal
harm but not immediate jeopardy; or

(i1))  One or more deficiencies that constitute actual
harm that is not immediate jeopardy.
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(3) HCFA or the State may apply one or more of
the remedies in Category 2 to any deficiency except
when—

(i)  The facility is in substantial compliance; or

(ii) HCFA or the State imposes a civil money
penalty for a deficiency that constitutes immediate
jeopardy, the penalty must be in the upper range of
penalty amounts, as specified in § 488.438(a).

(e) Category 3. (1) Category 3 remedies include
the following:

(i)  Temporary management.
(i) Immediate termination.

(iii) Civil money penalties of $3,050-$10,000 per
day.

(2)  When there are one or more deficiencies that
constitute immediate jeopardy to resident health or
safety—

() HCFA does and the State must do one or both
of the following:

(A) Impose temporary management; or
(B) Terminate the provider agreement;,

(i) HCFA and the State may impose a civil money
penalty of $3,050-$10,000 per day, in addition to
imposing the remedies specified in paragraph (e)(2)@i) of
this section.
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(3) When there are widespread deficiencies that
constitute actual harm that is not immediate jeopardy,
HCFA and the State may impose temporary manage-
ment, in addition to Category 2 remedies.

(f)  Plan of correction. (1) Except as specified in
paragraph (f)(2) of this section, each facility that has a
deficiency with regard to a requirement for long term
care facilities must submit a plan of correction for
approval by HCFA or the State, regardless of—

(i)  Which remedies are imposed; or
(i1 The seriousness of the deficiencies.

(2)  When there are only isolated deficiencies that
HCFA or the State determines constitute no actual
harm with a potential for minimal harm, the facility
need not submit a plan of correction.

(g) Appeal of a certification of noncompliance.
(1) A facility may appeal a certification of noncompli-
ance leading to an enforcement remedy.

(2) A facility may not appeal the choice of remedy,
including the factors considered by HCF A or the State
in selecting the remedy, specified in § 488.404.

[569 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]
§ 488.410  Action when there is immediate jeopardy.

(a) If there is immediate jeopardy to resident
health or safety, the State must (and HCFA does)
either terminate the provider agreement within 23
calendar days of the last date of the survey or appoint a
temporary manager to remove the immediate jeopardy.
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The rules for appointment of a temporary manager in
an immediate jeopardy situation are as follows:

(1) HCFA does and the State must notify the
facility that a temporary manager is being appointed.

(2)  If the facility fails to relinquish control to the
temporary manager, HCFA does and the State must
terminate the provider agreement within 23 calendar
days of the last day of the survey, if the immediate
jeopardy is not removed. In these cases, State monitor-
ing may be imposed pending termination.

(3) If the facility relinquishes control to the
temporary manager, the State must (and HCFA does)
notify the facility that, unless it removes the immediate
jeopardy, its provider agreement will be terminated
within 23 calendar days of the last day of the survey.

(4) HCFA does and the State must terminate the
provider agreement within 23 calendar days of the last
day of survey if the immediate jeopardy has not been
removed.

(b) HCFA or the State may also impose other
remedies, as appropriate.

(e)(1) In a NF or dually participating facility, if either
HCFA or the State finds that a facility’s noncompliance
poses immediate jeopardy to resident health or safety,
HCFA or the State must notify the other of such a
finding.

(2) HCFA will or the State must do one or both of
the following:
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(i)  Take immediate action to remove the jeopardy
and correct the noncompliance through temporary
management.

(i)) Terminate the facility’s participation under the
State plan. If this is done, HCF A will also terminate the
facility’s participation in Medicare if it is a dually
participating facility.

(d) The State must provide for the safe and
orderly transfer of residents when the facility is ter-
minated.

(e) If the immediate jeopardy is also substandard
quality of care, the State survey agency must notify
attending physicians and the State board responsible
for licensing the facility administrator of the finding of
substandard quality of care, as specified in § 488.325(h).

[69 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]

§ 488.412 Action when there is no immediate
jeopardy.

(a) If afacility’s deficiencies do not pose immediate
jeopardy to residents’ health or safety, and the facility
is not in substantial compliance, HCFA or the State
may terminate the facility’s provider agreement or may
allow the facility to continue to participate for no longer
than 6 months from the last day of the survey if—

(1) The State survey agency finds that it is more
appropriate to impose alternative remedies than to
terminate the facility’s provider agreement;

(2) The State has submitted a plan and timetable
for corrective action approved by HCFA; and
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(3)  The facility in the case of a Medicare SNF or
the State in the case of a Medicaid NF agrees to repay
to the Federal government payments received after the
last day of the survey that first identified the deficien-
cies if corrective action is not taken in accordance with
the approved plan of correction.

(b) If a facility does not meet the criteria for
continuation of payment under paragraph (a) of this
section, HCF A will and the State must terminate the
facility’s provider agreement.

() HCFA does and the State must deny payment
for new admissions when a facility is not in substantial
compliance 3 months after the last day of the survey.

(d) HCFA terminates the provider agreement for
SNF's and NF's, and stops FFP to a State for a NF for
which participation was continued under paragraph (a)
of this section, if the facility is not in substantial
compliance within 6 months of the last day of the
survey.

[69 FR 56243, Nov. 10, 1994; 60 FR 50118, Sept. 28, 1995]

§ 488.414 Action when there is repeated substandard
quality of care.

(a)  General. If a facility has been found to have
provided substandard quality of care on the last three
consecutive standard surveys, as defined in § 488.305,
regardless of other remedies provided—

(1) HCFA imposes denial of payment for all new
admissions, as specified in § 488.417, or denial of all
payments, as specified in § 488.418;
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(2) The State must impose denial of payment for
all new admissions, as specified in § 488.417; and

(3) HCFA does and the State survey agency must
impose State monitoring, as specified in § 488.422, until
the facility has demonstrated to the satisfaction of
HCFA or the State, that it is in substantial compliance
with all requirements and will remain in substantial
compliance with all requirements.

(b)  Repeated noncompliance. For purposes of this
section, repeated noncompliance is based on the
repeated finding of substandard quality of care and not
on the basis that the substance of the deficiency or the
exact tag number for the deficiency was repeated.

(¢) Standard surveys to which this provision
applies. Standard surveys completed by the State
survey agency on or after October 1, 1990, are used to
determine whether the threshold of three consecutive
standard surveys is met.

(d)  Program participation. (1) The determination
that a certified facility has repeated instances of
substandard quality of care is made without regard to
any variances in the facility’s program participation
(that is, any standard survey completed for Medicare,
Medicaid or both programs will be considered).

(2) Termination would allow the count of repeated
substandard quality of care surveys to start over.

(3)  Change of ownership. (i) A facility may not
avoid a remedy on the basis that it underwent a change
of ownership.
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(i)) In a facility that has undergone a change of
ownership, HCFA does not and the State may not
restart the count of repeated substandard quality of
care surveys unless the new owner can demonstrate to
the satisfaction of HCFA or the State that the poor
past performance no longer is a factor due to the change
in ownership.

(e)  Facility alleges corrections or achieves com-
pliance after repeated substandard quality of care is
identified. (1) If a penalty is imposed for repeated
substandard quality of care, it will continue until the
facility has demonstrated to the satisfaction of HCFA
or the State that it is in substantial compliance with the
requirements and that it will remain in substantial
compliance with the requirements for a period of time
specified by HCF A or the State.

(2) A facility will not avoid the imposition of
remedies or the obligation to demonstrate that it will
remain in compliance when it—

(i)  Alleges correction of the deficiencies cited in
the most recent standard survey; or

(i)  Achieves compliance before the effective date
of the remedies.

§ 488.415 Temporary management.

(@)  Definition. Temporary management means
the temporary appointment by HCFA or the State of a
substitute facility manager or administrator with
authority to hire, terminate or reassign staff, obligate
facility funds, alter facility procedures, and manage the
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facility to correct deficiencies identified in the facility’s
operation.

(b)  Qualifications. The temporary manager
must—

(1) Be qualified to oversee correction of deficien-
cies on the basis of experience and education, as
determined by the State;

(2) Not have been found guilty of misconduct by
any licensing board or professional society in any State;

(3) Have, or a member of his or her immediate
family have, no financial ownership interest in the
facility; and

(4)  Not currently serve or, within the past 2 years,
have served as a member of the staff of the facility.

(¢)  Payment of salary. The temporary manager’s
salary—

(1)  Is paid directly by the facility while the tem-
porary manager is assigned to that facility; and

(2)  Must be at least equivalent to the sum of the
following—

(i)  The prevailing salary paid by providers for
positions of this type in what the State considers to be
the facility’s geographic area;

(i))  Additional costs that would have reasonably
been incurred by the provider if such person had been
in an employment relationship; and
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(iii) Any other costs incurred by such a person in
furnishing services under such an arrangement or as
otherwise set by the State.

(3) May exceed the amount specified in paragraph
(e)(2) of this section if the State is otherwise unable to
attract a qualified temporary manager.

(d) Failure to relinquish authority to temporary
management—(1) Termination of provider agreement.
If a facility fails to relinquish authority to the tem-
porary manager as described in this section, HCF A will
or the State must terminate the provider agreement in
accordance with § 488.456.

(2)  Failure to pay salary of temporary manager.
A facility’s failure to pay the salary of the temporary
manager is considered a failure to relinquish authority
to temporary management.

(e)  Duration of temporary management. Tempo-
rary management ends when the facility meets any of
the conditions specified in § 488.454(c).

§ 488.417  Denial of payment for all new admissions.

(@)  Optional denial of payment. Except as speci-
fied in paragraph (b) of this section, HCF A or the State
may deny payment for all new admissions when a
facility is not in substantial compliance with the re-
quirements, as defined in § 488.401, as follows:

(1)  Medicare facilities. In the case of Medicare
facilities, HCF A may deny payment to the facility.

(2)  Medicaid facilities. In the case of Medicaid
facilities—
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(i) The State may deny payment to the facility;
and

(ii)) HCFA may deny payment to the State for all
new Medicaid admissions to the facility.

(b)  Required denial of payment. HCFA does or
the State must deny payment for all new admissions
when—

(1)  The facility is not in substantial compliance, as
defined in § 488.401, 3 months after the last day of the
survey identifying the noncompliance; or

(2) The State survey agency has cited a facility
with substandard quality of care on the last three
consecutive standard surveys.

(¢) Resumption of payments: Repeated instances
of substandard quality of care. When a facility has
repeated instances of substandard quality of care,
payments to the facility or, under Medicaid, HCFA
payments to the State on behalf of the facility, resume
on the date that—

(1) The facility achieves substantial compliance as
indicated by a revisit or written credible evidence
acceptable to HCF A (for all facilities except non-State
operated NF's against which HCFA is imposing no
remedies) or the State (for non-State operated NF's
against which HCF A is imposing no remedies); and

(2) HCFA (for all facilities except non-State
operated NF's against which HCFA is imposing no
remedies) or the State (for non-State operated NF's
against which HCF A is imposing no remedies) believes
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that the facility is capable of remaining in substantial
compliance.

(d) Resumption of payments: No repeated in-
stances of substandard quality of care. When a facility
does not have repeated instances of substandard
quality of care, payments to the facility or, under
Medicaid, HCF A payments to the State on behalf of the
facility, resume prospectively on the date that the
facility achieves substantial compliance, as indicated by
a revisit or written credible evidence acceptable to
HCFA (under Medicare) or the State (under Medicaid).

(e)  Restriction. No payments to a facility or,
under Medicaid, HCF A payments to the State on behalf
of the facility, are made for the period between the date
that the—

(1)  Denial of payment remedy is imposed; and

(2)  Facility achieves substantial compliance, as
determined by HCF A or the State.

[569 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]
§ 488.418 Secretarial authority to deny all payments.

(a) HCFA option to deny all payment. If a facility
has not met a requirement, in addition to the authority
to deny payment for all new admissions as specified in
§ 488.417, HCF A may deny any further payment for all
Medicare residents in the facility and to the State for all
Medicaid residents in the facility.

(b)  Prospective resumption of payment. Except as
provided in paragraphs (d) and (e) of this section, if the
facility achieves substantial compliance, HCFA re-
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sumes payment prospectively from the date that it
verifies as the date that the facility achieved substantial
compliance.

(¢)  Restriction on payment after denial of pay-
ment 1s imposed. If payment to the facility or to the
State resumes after denial of payment for all residents,
no payment is made for the period between the date
that—

(1)  Denial of payment was imposed; and

(2) HCFA verifies as the date that the facility
achieved substantial compliance.

(d) Retroactive resumption of payment. Except
when a facility has repeated instances of substandard
quality of care, as specified in paragraph (e) of this
section, when HCF A or the State finds that the facility
was in substantial compliance before the date of the
revisit, or before HCFA or the survey agency received
credible evidence of such compliance, payment is
resumed on the date that substantial compliance was
achieved, as determined by HCFA.

(e)  Resumption of payment—repeated instances
of substandard care. When HCF A denies payment for
all Medicare residents for repeated instances of sub-
standard quality of care, payment is resumed when—

(1)  The facility achieved substantial compliance, as
indicated by a revisit or written credible evidence
acceptable to HCFA; and

(2) HCFA believes that the facility will remain in
substantial compliance.
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§ 488.422 State monitoring.
(a) A State monitor—

(1)  Oversees the correction of deficiencies speci-
fied by HCF A or the State survey agency at the facility
site and protects the facility’s residents from harm;

(2) Is an employee or a contractor of the survey
agency,

(3) Is identified by the State as an appropriate
professional to monitor cited deficiencies;

(4) Isnot an employee of the facility;

(56)  Does not function as a consultant to the facility;
and

(6) Does not have an immediate family member
who is a resident of the facility to be monitored.

(b) A State monitor must be used when a survey
agency has cited a facility with substandard quality of
care deficiencies on the last 3 consecutive standard
surveys.

(e)  State monitoring is discontinued when—

(1) The facility has demonstrated that it is in
substantial compliance with the requirements, and, if
imposed for repeated instances of substandard quality
of care, will remain in compliance for a period of time
specified by HCF A or the State; or

(2)  Termination procedures are completed.

[59 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]
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§ 488.424  Directed plan of correction.

HCFA, the State survey agency, or the temporary
manager (with HCF A or State approval) may develop a
plan of correction and HCF A, the State, or the tem-
porary manager require a facility to take action within
specified time-frames.

§ 488.425 Directed inservice training.

(@)  Required training. HCFA or the State agency
may require the staff of a facility to attend an inservice
training program if—

(1) The facility has a pattern of deficiencies that
indicate noncompliance; and

(2)  Eduecation is likely to correct the deficiencies.

(b)  Action following training. After the staff has
received inservice training, if the facility has not
achieved substantial compliance, HCFA or the State
may impose one or more other remedies specified in
§ 488.406.

(¢)  Payment. The facility pays for directed in-
service training.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]

§ 488.426 Transfer of residents, or closure of the
facility and transfer of residents.

(@) Transfer of residents, or closure of the facility
and transfer of residents in an emergency. In an emer-
gency, the State has the authority to—
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(1) Transfer Medicaid and Medicare residents to
another facility; or

(2)  Close the facility and transfer the Medicaid and
Medicare residents to another facility.

(b)  Required tramsfer when a facility’s provider
agreement 1s terminated. When the State or HCFA
terminates a facility’s provider agreement, the State
arranges for the safe and orderly transfer of all
Medicare and Medicaid residents to another facility.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]

§ 488.430 Civil money penalties: Basis for imposing
penalty.

(a) HCFA or the State may impose a civil money
penalty for the number of days a facility is not in
substantial compliance with one or more participation
requirements, regardless of whether or not the
deficiencies constitute immediate jeopardy.

(b) HCFA or the State may impose a civil money
penalty for the number of days of past noncompliance
since the last standard survey, including the number of
days of immediate jeopardy.

§ 488.432 Civil money penalties: When penalty is
collected.

(@)  When facility requests a hearing. (1) A facility
must request a hearing on the determination of the
noncompliance that is the basis for imposition of the
civil money penalty within the time specified in one of
the following sections:
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(i)  Section 498.40 of this chapter for a
(A) SNF;

(B)  Dually participating facility;

(C) State-operated NF; or

(D) Non-State operated NF against which HCFA
is imposing remedies.

(i)  Section 431.153 of this chapter for a non-State
operated NF that is not subject to imposition of
remedies by HCFA.

(2)  If a facility requests a hearing within the time
specified in paragraph (a)(1) of this section, HCFA or
the State initiates collection of the penalty when there
is a final administrative decision that upholds HCFA’s
or the State’s determination of noncompliance after the
facility achieves substantial compliance or is ter-
minated.

(b)  When facility does not request a hearing. If a
facility does not request a hearing, in accordance with
paragraph (a) of this section, HCFA or the State
initiates collection of the penalty when the facility—

(1)  Achieves substantial compliance; or
(2)  Isterminated.

(¢)  When facility waives a hearing. If a facility
waives its right to a hearing in writing, as specified in
§ 488.436, HCF A or the State initiates collection of the
penalty when the facility—

(1)  Achieves substantial compliance; or
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(2) Isterminated.

(d) Accrual and computation of penalties for a
facility that—

(1) Requests a hearing or does not request a
hearing are specified in § 488.440;

(2) Waives its right to a hearing in writing, are
specified in §§ 488.436(b) and 488.440.

(e)  The collection of civil money penalties is made
as provided in § 488.442.

[569 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]
§ 488.434 Civil money penalties: Notice of penalty.

(a) HCFA notice of penalty. (1) HCFA sends a
written notice of the penalty to the facility for all
facilities except non-State operated NFs when the
State is imposing the penalty.

(2) Content of notice. The notice that HCFA
sends includes—

(i)  The nature of the noncompliance;
(i))  The statutory basis for the penalty;

(iii) The amount of penalty per day of
noncompliance;

(iv) Any factors specified in § 488.438(f) that were
considered when determining the amount of the
penalty;
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(v) The date on which the penalty begins to
accrue,

(vi)  When the penalty stops accruing;
(vii) When the penalty is collected; and

(viii) Instructions for responding to the notice,
including a statement of the facility’s right to a hearing,
and the implication of waiving a hearing, as provided in
§ 488.436.

(b)  State nmotice of penalty. (1) The State must
notify the facility in accordance with State procedures
for all non-State operated NFs when the State takes
the action.

(2)  The State’s notice must—
6)) Be in writing; and

(ii) Include, at a minimum, the information speci-
fied in paragraph (a)(2) of this section.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]

§ 488.436 Civil money penalties: Waiver of hearing,
reduction of penalty amount.

(@)  Waiver of a hearing. The facility may waive
the right to a hearing, in writing, within 60 days from
the date of the notice imposing the civil money penalty.

(b)  Reduction of penalty amount. (1) If the facility
waives its right to a hearing in accordance with the
procedures specified in paragraph (a) of this section,
HCFA or the State reduces the civil money penalty
amount by 35 percent.
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(2)  If the facility does not waive its right to a
hearing in accordance with the procedures specified in
paragraph (a) of this section, the civil money penalty is
not reduced by 35 percent.

[569 FR 56243, Nov. 10, 1994; 62 FR 44221, Aug. 20, 1997]
§ 488.438 Civil money penalties: Amount of penalty.

(a)  Amount of penalty. The penalties are within
the following ranges, set at $50 increments:

(1)  Upper range—$3,050-$10,000. Penalties in the
range of $3,050-$10,000 per day are imposed for defi-
ciencies constituting immediate jeopardy, and as speci-
fied in paragraph (d)(2) of this section.

(2)  Lower range—$50-$3,000. Penalties in the
range of $50-$3,000 per day are imposed for deficiencies
that do not constitute immediate jeopardy, but either
caused actual harm, or caused no actual harm, but have
the potential for more than minimal harm.

(b)  Basts for penalty amount. The amount of pen-
alty is based on HCFA’s or the State’s assessment of
factors listed in paragraph (f) of this section.

(¢)  Decreased penalty amounts. Except as speci-
fied in paragraph (d)(2) of this section, if immediate
jeopardy is removed, but the noncompliance continues,
HCFA or the State will shift the penalty amount to the
lower range.

(d)  Increased penalty amounts. (1) Before the
hearing, HCFA or the State may propose to increase
the penalty amount for facility noncompliance which,
after imposition of a lower level penalty amount,
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becomes sufficiently serious to pose immediate
jeopardy.

(2) HCFA does and the State must increase the
penalty amount for any repeated deficiencies for which
a lower level penalty amount was previously imposed,
regardless of whether the increased penalty amount
would exceed the range otherwise reserved for non-
immediate jeopardy deficiencies.

(3) Repeated deficiencies are deficiencies in the
same regulatory grouping of requirements found at the
last survey, subsequently corrected, and found again at
the next survey.

(e)  Review of the penalty. When an administrative
law judge or State hearing officer (or higher adminis-
trative review authority) finds that the basis for
imposing a civil money penalty exists, as specified in
§ 488.430, the administrative law judge or State hearing
officer (or higher administrative review authority) may
not—

(1) Set a penalty of zero or reduce a penalty to
Zero;

(2) Review the exercise of discretion by HCFA or
the State to impose a civil money penalty; and

(3)  Consider any factors in reviewing the amount
of the penalty other than those specified in paragraph
(f) of this section.

(f)  Factors affecting the amount of penalty. In
determining the amount of penalty, HCFA does or the
State must take into account the following factors:
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(1) The facility’s history of noncompliance,
including repeated deficiencies.

(2)  The facility’s financial condition.
(3)  The factors specified in § 488.404.

4)  The facility’s degree of culpability. Culpability
for purposes of this paragraph includes, but is not
limited to, neglect, indifference, or disregard for resi-
dent care, comfort or safety. The absence of culpability
is not a mitigating circumstance in reducing the amount
of the penalty.

§ 488.440 Civil money penalties: Effective date and
duration of penalty.

(@)  When penalty begins to accrue. The civil
money penalty may start accruing as early as the date
that the facility was first out of compliance, as deter-
mined by HCF A or the State.

(b)  Duration of penalty. The civil money penalty
is computed and collectible, as specified in §§ 488.432
and 488.442/ for the number of days of noncompliance
until the date the facility achieves substantial compli-
ance, or, if applicable, the date of termination when—

(1) HCFA’s or the State’s decision of noncom-
pliance is upheld after a final administrative decision;

(2)  The facility waives its right to a hearing in
accordance with § 488.436; or

(3)  The time for requesting a hearing has expired
and HCFA or the State has not received a hearing
request from the facility.
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(¢)  The entire accrued penalty is due and collecti-
ble, as specified in the notice sent to the provider under
paragraphs (d) and (e) of this section.

(d) When a facility achieves substantial com-
pliance, HCF A does or the State must send a separate
notice to the facility containing—

(1)  The amount of penalty per day;
(2)  The number of days involved,;
(3)  The total amount due;

(4)  The due date of the penalty; and

(6)  The rate of interest assessed on the unpaid
balance beginning on the due date, as provided in
§ 488.442.

(e) Inthe case of a terminated facility, HCF A does
or the State must send this penalty information after
the—

(1) Final administrative decision is made;

(2)  Facility has waived its right to a hearing in
accordance with § 488.436; or

(3)  Time for requesting a hearing has expired and
HCFA or the state has not received a hearing request
from the facility.

(f)  Accrual of penalties when there is no imme-
diate jeopardy. (1) In the case of noncompliance that
does not pose immediate jeopardy, the daily accrual of
civil money penalties is imposed for the days of non-
compliance prior to the notice specified in § 488.434 and
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an additional period of no longer than 6 months follow-
ing the last day of the survey.

(2)  After the period specified in paragraph (f)(1) of
this section, if the facility has not achieved substantial
compliance, HCF A terminates the provider agreement
and the State may terminate the provider agreement.

(g) Accrual of penalties when there is immediate
jeopardy. (1) When a facility has deficiencies that pose
immediate jeopardy, HCFA does or the State must
terminate the provider agreement within 23 calendar
days after the last day of the survey if the immediate
jeopardy remains.

(2)  The accrual of the civil money penalty stops on
the day the provider agreement is terminated.

(h)  Documenting substantial compliance. (1) If an
on-site revisit is necessary to confirm substantial
compliance and the provider can supply documentation
acceptable to HCFA or the State agency that sub-
stantial compliance was achieved on a date preceding
the revisit, penalties only accrue until that date of
correction for which there is written credible evidence.

(2) If an on-site revisit is not necessary to confirm
substantial compliance, penalties only accrue until the
date of correction for which HCFA or the State
receives and accepts written credible evidence.
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§ 488.442 Civil money penalties: Due date for
payment of penalty.

(@) When payments are due—(1) After a final ad-
ministrative decision. A civil money penalty payment
is due 15 days after a final administrative decision is
made when—

(i)  The facility achieves substantial compliance
before the final administrative decision; or

(i1)) The effective date of termination occurs before
the final administrative decision.

(2)  When no hearing was requested. A civil money
penalty payment is due 15 days after the time period
for requesting a hearing has expired and a hearing
request was not received when—

(i)  The facility achieved substantial compliance
before the hearing request was due; or

(i1)) The effective date of termination occurs before
the hearing request was due.

(3)  After a request to waive a hearing. A civil
money penalty payment is due 15 days after receipt of
the written request to waive a hearing when—

(i)  The facility achieved substantial compliance
before HCF A or the State received the written waiver
of hearing; or

(i1)) The effective date of termination occurs before
HCFA or the State received the written waiver of
hearing.



56a

4)  After substantial compliance is achieved. A
civil money penalty payment is due 15 days after
substantial compliance is achieved when—

6)) The final administrative decision is made
before the facility came into substantial compliance;

(ii) The facility did not file a timely hearing
request before it came into substantial compliance; or

(iii) The facility waived its right to a hearing before
it came into substantial compliance;

()  After the effective date of termination. A civil
money penalty payment is due 15 days after the
effective date of termination, if before the effective date
of termination—

(i)  The final administrative decision was made;

(ii)  The time for requesting a hearing has expired
and the facility did not request a hearing; or

(iii) The facility waived its right to a hearing.

(6) Inthe cases specified in paragraph (a)(4) of this
section, the period of noncompliance may not extend
beyond 6 months from the last day of the survey.

(b)  Deduction of penalty from amount owed. The
amount of the penalty, when determined, may be
deducted from any sum then or later owing by HCFA
or the State to the facility.

(¢) Interest—(1) Assessment. Interest is assessed
on the unpaid balance of the penalty, beginning on the
due date.
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(2)  Medicare interest. Medicare rate of interest is
the higher of—

(i)  The rate fixed by the Secretary of the Trea-
sury after taking into consideration private consumer
rates of interest prevailing on the date of the notice of
the penalty amount due (published quarterly in the
Federal Register by HHS under 45 CFR 30.13(a)); or

(ii)  The current value of funds (published annually
in the Federal Register by the Secretary of the Trea-
sury, subject to quarterly revisions).

B)  Medicaid interest. The interest rate for
Medicaid is determined by the State.

(d)  Penalties collected by HCFA. Civil money
penalties and corresponding interest collected by
HCFA from—

(1) Medicare-participating facilities are deposited
as miscellaneous receipts of the United States Trea-
sury; and

(2) Medicaid-participating facilities are returned
to the State.

(e)  Collection from dually participating facilities.
Civil money penalties collected from dually participat-
ing facilities are deposited as miscellaneous receipts of
the United States Treasury and returned to the State
in proportion commensurate with the relative propor-
tions of Medicare and Medicaid beds at the facility
actually in use by residents covered by the respective
programs on the date the civil money penalty begins to
accrue.
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(f)  Penalties collected by the State. Civil money
penalties collected by the State must be applied to the
protection of the health or property of residents of
facilities that the State or HCFA finds noncompliant,
such as—

(1) Payment for the cost of relocating residents to
other facilities;

(2)  State costs related to the operation of a facility
pending correction of deficiencies or closure; and

(3)  Reimbursement of residents for personal funds
or property lost at a facility as a result of actions by the
facility or by individuals used by the facility to provide
services to residents.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]

§ 488.444 Civil money penalties: Settlement of
penalties.

(a) HCFA has authority to settle cases at any time
prior to a final administrative decision for Medicare-
only SNF's, State-operated facilities, or other facilities
for which HCFA’s enforcement action prevails, in
accordance with § 488.330.

(b) The State has the authority to settle cases at
any time prior to the evidentiary hearing decision for
all cases in which the State’s enforcement action pre-
vails.
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§ 488.450 Continuation of payments to a facility with
deficiencies.

(a)  Criteria. (1) HCFA may continue payments to
a facility not in substantial compliance for the periods
specified in paragraph (c¢) of this section if the following
criteria are met:

(i)  The State survey agency finds that it is more
appropriate to impose alternative remedies than to
terminate the facility;

(ii) The State has submitted a plan and timetable
for corrective action approved by HCFA; and

(iii) The facility, in the case of a Medicare SNF, or
the State, in the case of a Medicaid NF, agrees to repay
the Federal government payments received under this
provision if corrective action is not taken in accordance
with the approved plan and timetable for corrective
action.

(2) HCFA or the State may terminate the SNF or
NF agreement before the end of the correction period if
the criteria in paragraph (a)(1) of this section are not
met.

(b)  Cessation of payments. If termination is not
sought, either by itself or along with another remedy or
remedies, or any of the criteria set forth in paragraph
(a)(1) of this section are not met or agreed to by either
the facility or the State, the facility or State will receive
no Medicare or Federal Medicaid payments, as appli-
cable, from the last day of the survey.
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(¢)  Period of continued payments. If the con-
ditions in paragraph (a)(1) of this section are met,
HCF A may continue payments to a Medicare facility or
to the State for a Medicaid facility with noncompliance
that does not constitute immediate jeopardy for up to 6
months from the last day of the survey.

(d)  Failure to achieve substantial compliance. If
the facility does not achieve substantial compliance by
the end of the period specified in paragraph (c) of this
section,

(1) HCFA will—

(i) Terminate the provider agreement of the
Medicare SNF in accordance with § 488.456; or

(i))  Discontinue Federal funding to the SNF for
Medicare; and

(iii) Discontinue FFP to the State for the Medicaid
NF.

(2) The State may terminate the provider
agreement for the NF.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]

§ 488.452 State and Federal disagreements involving
findings not in agreement in non-State
operated NFs and dually participating
facilities when there is no immediate
jeopardy.

The following rules apply when HCF A and the State
disagree over findings of noncompliance or application
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of remedies in a non-State operated NF or dually
participating facility:

(a)  Disagreement over whether facility has met
requirements. (1) The State’s finding of noncompliance
takes precedence when—

(i) HCFA finds that a NF or a dually participating
facility is in substantial compliance with the participa-
tion requirements; and

(ii) The State finds that a NF or dually participat-
ing facility has not achieved substantial compliance.

(2) HCFA’s findings of noncompliance take pre-
cedence when—

(i) HCFA finds that a NF or a dually participating
facility has not achieved substantial compliance; and

(ii) The State finds that a NF or a dually par-
ticipating facility is in substantial compliance with the
participation requirements.

(3) When HCFA’s survey findings take pre-
cedence, HCF A may—

(i)  Impose any of the alternative remedies speci-
fied in § 488.406;

(ii) Terminate the provider agreement subject to
the applicable conditions of § 488.450; and

(iii) Stop FFP to the State for a NF.

(b)  Disagreement over decision to terminate.
(1) HCFA’s decision to terminate the participation of a
facility takes precedence when—
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6)) Both HCFA and the State find that the facility
has not achieved substantial compliance; and

(ii) HCFA, but not the State, finds that the
facility’s participation should be terminated. HCFA
will permit continuation of payment during the period
prior to the effective date of termination not to exceed 6
months, if the applicable conditions of § 488.450 are met.

(2) The State’s decision to terminate a facility’s
participation and the procedures for appealing such
termination, as specified in § 431.153(c) of this chapter,
takes precedence when—

(i)  The State, but not HCFA, finds that a NF’s
participation should be terminated; and

(ii) The State’s effective date for the termination
of the NF’s provider agreement is no later than 6
months after the last day of survey.

(¢)  Disagreement over timing of termination of
facility. The State’s timing of termination takes pre-
cedence if it does not occur later than 6 months after
the last day of the survey when both HCFA and the
State find that—

(1) A facility is not in substantial compliance; and

(2) The facility’s participation should be ter-
minated.

(d)  Disagreement over remedies. (1) When HCFA
or the State, but not both, establishes one or more
remedies, in addition to or as an alternative to termina-
tion, the additional or alternative remedies will also
apply when—
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(i) Both HCFA and the State find that a facility
has not achieved substantial compliance; and

(ii)) Both HCFA and the State find that no immedi-
ate jeopardy exists.

(2)  Owverlap of remedies. When HCFA and the
State establish one or more remedies, in addition to or
as an alternative to termination, only the HCFA
remedies apply when both HCFA and the State find
that a facility has not achieved substantial compliance.

(e) Regardless of whether HCFA’s or the State’s
decision controls, only one noncompliance and enforce-
ment decision is applied to the Medicaid agreement, and
for a dually participating facility, that same decision
will apply to the Medicare agreement.

§ 488.454 Duration of remedies.

(a) Except as specified in paragraph (b) of this
section, alternative remedies continue until—

(1) The facility has achieved substantial com-
pliance, as determined by HCFA or the State based
upon a revisit or after an examination of credible
written evidence that it can verify without an on-site
visit; or

(2) HCFA or the State terminates the provider
agreement.

(b)  In the cases of State monitoring and denial of
payment imposed for repeated substandard quality of
care, remedies continue until—
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(1) HCFA or the State determines that the facility
has achieved substantial compliance and is capable of
remaining in substantial compliance; or

(2) HCFA or the State terminates the provider
agreement.

(¢) In the case of temporary management, the
remedy continues until—

(1) HCFA or the State determines that the facility
has achieved substantial compliance and is capable of
remaining in substantial compliance;

(2) HCFA or the State terminates the provider
agreement; or

(3)  The facility which has not achieved substantial
compliance reassumes management control. In this
case, HCFA or the State initiates termination of the
provider agreement and may impose additional
remedies.

(d) If the facility can supply documentation
acceptable to HCF A or the State survey agency that it
was in substantial compliance, and was capable of
remaining in substantial compliance, if necessary, on a
date preceding that of the revisit, the remedies ter-
minate on the date that HCFA or the State can verify
as the date that substantial compliance was achieved
and the facility demonstrated that it could maintain
substantial compliance, if necessary.

[69 FR 56243, Nov. 10, 1994; 60 FR 50119, Sept. 28, 1995]
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§ 488.456 Termination of provider agreement.

(a) Effect of termination. Termination of the
provider agreement ends—

(1) Payment to the facility; and
(2)  Any alternative remedy.

(b)  Basis for termination. (1) HCFA and the
State may terminate a facility’s provider agreement if a
facility—

(i) Is not in substantial compliance with the
requirements of participation, regardless of whether or
not immediate jeopardy is present; or

(i)  Fails to submit an acceptable plan of correction
within the time-frame specified by HCF A or the State.

(2) HCFA and the State terminate a facility’s
provider agreement if a facility—

(i)  Fails to relinquish control to the temporary
manager, if that remedy is imposed by HCFA or the
State; or

(ii) Does not meet the eligibility criteria for
continuation of payment as set forth in § 488.412(a)(1).

(e)  Notice of termination. Before terminating a
provider agreement, HCFA does and the State must
notify the facility and the public—

(1) At least 2 calendar days before the effective
date of termination for a facility with immediate
jeopardy deficiencies; and
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(2) At least 15 calendar days before the effective
date of termination for a facility with non-immediate
jeopardy deficiencies that constitute noncompliance.

(d)  Procedures for termination. (1) HCFA termi-
nates the provider agreement in accordance with
procedures set forth in § 489.53 of this chapter; and

(2) The State must terminate the provider agree-
ment of a NF in accordance with procedures specified
in parts 431 and 442 of this chapter.



